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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Office  of  the  Secretary 

20  CFR  Ch.  Ill, 

21  CFR  Ch.  1, 

42  CFR  Chs.  I-IV, 

45  CFR  Subtitles  A  and  B 

Improving  Government  Regulations; 
Semiannual  Agenda  of  Regulations 

agency:  Department  of  Health  and 
Human  Services. 

action:  Publication  of  the  semiannual 
agenda  of  regulations  (Improving 
Government  Regulations). 


summary:  The  President’s  Executive 
Order  on  Improving  Government 
Regulations,  Executive  Order  12044, 
requires  each  Federal  agency  to  publish 
at  least  twice  a  year  a  list  of  significant 
regulations  under  development.  HHS 
published  its  first  semiannual  agenda  in 
the  May  30, 1978,  Federal  Register  (43  FR 
23119),  a  second  agenda  on  January  29, 
1979  (44  FR  4176),  a  third  agenda  on 
August  16, 1979  (44  FR  48040)  and  a 
fourth  on  December  14, 1979  (44  FR 
72728).  This  semiannual  agenda 
contains:  (1)  All  non-FDA  regulations 
being  developed  within  the  Department; 
and  (2)  FDA  regulations  classified  as 
‘‘policy  significant". 

FOR  FURTHER  INFORMATION  CONTACT: 

For  further  inquiries  or  comments 
related  to  specific  regulations  listed  in 
the  agenda,  the  public  is  encouraged  to 
contact  the  appropriate  responsible 
individual.  Questions  or  comments  on 
the  overall  agenda  snould  be  sent  to: 
Glenn  Kamper,  Director,  Regulations 
Management  Unit,  Office  of  the 
Secretary,  Department  of  Health  and 
Human  Services,  200  Independence 
Avenue,  S.W.,  Washington,  D.C.  20201, 
Telephone:  (202)  245-3160. 

Dated:  June  4, 1980. 

Patricia  Roberts  Harris, 

Secretary  of  Health  and  Human  Services. 

REGULATIONS  AFFECTING  SERVICES 
AND  OPPORTUNITIES  TO  INDIVIDUALS 

AGE 

Infants  and  Preschool  Children 
PHS-6  Protection  of  Human  Subjects: 
Regulations  on  Research  Involving 
Children 

PHS-85  Health  Education — Risk  Reduction 
Grants — Amendments  to  Include 
Programs  to  Discourage  Smoking  and  the 
use  of  Alcoholic  Beverages  Among 
Children  and  Adolescents 
HDS-2  Developmental  Disabilities  Program: 
General  Rules 

HDS-4  Developmental  Disabilities  Program: 
General  Rules 


HDS-5  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222  and  228  to  insure  that 
social  service  programs  comply  with  the 
requirements  in  45  CFR  Part  74 
HDS-15  Eligibility  Requirements  and 

Limitations  for  Enrollment  in  Head  Start 
SSA-9  Inclusion  of  Child  Receiving  OASDl 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-44  Determination  of  Assistance 
Payment  When  One  or  More  Family 
Members  Are  SSI  Beneficiaries  (AFDC) 
SSA-47  Provision  for  Payment  of  Benefits  to 
Young  Husbands  and  Surviving  Divorced 
Fathers  (OASDl) 

School-Age  Children 

PHS-6  Protection  of  Human  Subjects: 
Regulation  on  Research  Involving 
Children 

PHS-85  Health  Education — Risk  Reduction 
Grants — Amendments  to  Include 
Programs  to  Discourage  Smoking  and  the 
use  of  Alcoholic  Beverages  Among 
Children  and  Adolescents 
HDS-4  Developmental  Disabilities  Program: 
General  Rules 

HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
HDS-2  Developmental  Disabilities  Program: 
General  Rules 

HDS-5  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222  and  228  to  insure  that 
social  service  programs  comply  with  the 
requirements  in  45  CFR  Part  74 
SSA-6  Inclusion  of  Child  Receiving  OASDl 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-44  -  Determination  of  Assistance 
Payment  When  One  or  More  Family 
Members  Are  SSI  Beneficiaries  (AFDC) 
SSA-47  Provision  for  Payment  of  Benefits  to 
Young  Husbands  and  Surviving  Divorced 
Fathers  (OASDl) 

OS-1  Age  Discrimination  Regulations 
Adolescents  and  Young  Adults 
HDS-2  Developmental  Disabilities  Program: 
General  Rules 

HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222  and  228  to  insure  that 
social  service  programs  comply  with  the 
requirements  in  45  CFR  Part  74 
HDS-4  Developmental  Disabilities  Program: 
General  Rules 

SSA-9  Inclusion  of  Child  Receiving  OASDl 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-44  Determination  of  Assistance 
Payment  When  One  or  More  Family 
Members  Are  SSI  Beneficiaries  (AFDC) 
SSA-47  Provision  for  Payment  of  Bienefits  to 
Young  Husbands  and  Surviving  Divorced 
Fathers  (OASDl) 


OS-1  Age  Discrimination  Regulations 
Adults 

HDS-5  Social  Service  Programs: 

Consolidated  Grants  to  Insular  Areas 
HDS-6  Native  American  Program:  General 
Rules 

HDS-1  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services:  General  Rules 
HDS-2  Developmental  Disabilities  Program: 
General  Rules 

HDS-3  Social  Service  Programs: 

Consolidated  Grants  to  Insular  Areas 
HDS-4  Native  American  Program:  General 
^  Rules 

HDS-9  Work  Incentive  Program:  Relocation 
to  Chapter  XIII  to  45  CFR 
HDS-10  Social  Service  Programs  under 
Titles  I,  IV,  X,  XIV,  XVI  (AABD)  and  XX 
of  the  Social  Security  Act:  Relocation  to 
Chapter  XIII  of  45  CFR 
HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222  and  228  to  insure  that 
Social  Service  Programs  Comply  with  the 
Requirements  in  45  CFR  Part  74 

TYPE  OF  SERVICE 

Health 

PHS-1  Conduct  of  Persmis  and  Traffic  on 
Certain  Federal  Enclaves:  Revision  of 
General  Rules 

PHS-2  National  Library  of  Medicine 

Programs:  Revision  of  General  Rules  for 
the  National  Library  of  Medicine. 

National  Library  of  Medicine  Grants, 
National  Institutes  of  Health  and 
National  Library  of  Medicine 
Traineeships,  and  National  Institutes  of 
Health  and  National  Library  of  Medicine 
Training  Grants 

PHS-3  Inventions  Resulting  from  Research 
Grants,  Fellowship  Awards,  and 
Contracts  for  Research — ClariBcation  of 
Reporting  Requirements 
PHS-5  Protection  of  Human  Research 
Subjects — Institutional  Review  Boards 
PHS-6  Protection  of  Human  Subjects: 
Regulations  on  Research  involving 
Children 

PHS-7  Protection  of  Human  Subjects: 

Regulations  on  Research  Involving  Those 
Institutionalized  as  Mentally  Disabled 
PHS-15  Foreign  Quarantine  Regulations: 

Requirements  and  Inspections 
PHS-17  Medical  Examination  of  Aliens 
PHS-19  Subpart  A — Requirements  for  a 
Health  Maintenance  Organization 
PHS-24  Subpart  F — Qualification  of  Health 
Maintenance  Organizations 
PHS-25  Subpart  H — Employees’  Health 
Benefits  Plans 

PHS-26  Subpart  I — Continued  Regulation  of 
HMOs  and  Other  Entities 
PHS-31  Persons  to  Whom  Services  Will  be 
Provided 

PHS-33  Medical  Care  for  Uniformed 
Service  Personnel  of  the  Coast  Guard, 
Public  Health  Service  and  National 
Oceanic  and  Atmospheric 
Administration 

PHS-34  Medical  Care  for  Seafarers  and 
Others  at  Public  Health  Service  Facilities 
PHS-35  Public  Health  Service  Hospital  and 
Clinic  Management 

PHS-38  Amendments  to  MCH  CC  Services 
Program 
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PH&-39  Grants  to  Plan,  Develop  and 

Operate  Hospital-Affiliated  Primary  Care 
Centers 

PHS-40  Project  Grants  for  Community 
Health  and  Migrant  Health 
PHS-41  Demonstration  Health  and 
Nutrition  Projects 

PHS-42  Project  Grants  to  States  for 
Hypertension  Services 
PHS-43  Program  Grants  for  Black  Lung 
Clinics 

PHS-45  Grants  for  Community  Mental 

Health  Centers;  Requirements  for  Grants, 
Application  for  Grants,  and  State  Plans 
PHS-46  Grants  for  Drug  Abuse  Prevention, 
Treatment,  and  Rehabilitation: 
Requirements  for  State  participation  in 
Formula  Grants 

PHS-48  Confldentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  Minimum 
Requirements  for  Protecting 
PHS-49  Designation  of  Health  Manpower 
Shortage  Areas 

PHS-57  Area  Health  Education  Centers 
PHS-69  Grants  for  Nurse  Practitioner 
Traineeships  Programs 
PHS-72  National  Guidelines  for  Health 
Planning 

PHS-73  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Health 
Funds 

PHS-74  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
PHS-75  Health  Systems  Agency  and  State 
Agency  Reviews  of  the  Appropriateness 
of  Existing  Institutional  Health  Services 
PHS-78  CertiBcate  of  Need  and  Review  of 
New  Institutional  Health  Services 
PHS-79  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Certificate  of  Need 
PHS-80  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Capital  ^penditure  Review 
PHS-81  Limitation  on  Federal  Participation 
for  Capital  Expenditures 
PHS-83  National  Institutes  of  Health  Center 
Grants 

PHS-84  Clinical  Laboratories:  Revision  of 
Quality  Control  Regulations  to  Include 
Additional  Requirements  for  Alpha- 
fetoprotein  Testing 

PHS-86  NIOSH  Investigations  of  Places  of 
Employment 

PHS-87  NIOSH  Grant  Regulations; 

Conformance  with  Part  74 
PHS-88  Fees  for  Direct  Training,  Center  for 
Disease  Control 

PHS-89  Clinical  Laboratories — ^Deletion  of 
Requirement  for  License  Fees 
PHS-90  Possession,  Use,  and  Transport  of 
Smallpox  and  Whitepox  viruses 
PHS-91  Indian  Health 
PHS-92  Redesignation  of  Health  Service 
Areas 

PHS-93  Funding  of  Health  Systems 
Agencies — General 

PHS-94  Discretionary  Funding  of  Health 
Systems  Agencies 

PHS-95  National  Guidelines  for  Health 
Planning  (Standards) 

PHS-97  Governing  Body  Requirement  for 
Health  Systems  Agencies 
PH&-98  Drug  Abuse  Project  Grant  Program 
OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 


OS-1  Age  Discrimination  Regulations 
Health  Financing 

PHS-20  Subpart  B — Federal  Financial 
Assistance:  General 

PHS-28  New  Subpart  I — Loans  and  Loan 
Guarantees  for  Acquisition  and 
Construction  of  Ambulatory  Health  Care 
Facilities 

PHS-96  Tax-exempt  Refinancing  of  Health 
Facilities  Construction  Loans 
HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  PSRO  Hospital  Review 
HCFA-8  ConBdentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-15  Sprinkler  Systems  for  Long  Term 
Care  Facilities 

HCFA-16  Termination  of  Federal  Financial 
Participation  in  Long  Term  Care 
Facilities 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  of  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-22  Fiscal  Intermediary  Performance 
HCFA-23  Durable  Medical  Equipment 
HCFA-25  Part  A  Entitlement  and 
Copayments 

HCFA-26  Reimbursement:  Intership  and 
Residency  Programs 

HCFA-27  Teaching  Hospitals’  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-32  Deeming  of  Income  Between 
Spouses 

HCFA-33  Educational  Program 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-41  Medicaid  Quality  Control  System 
Expansion  of  Information  Requirements 
HCFA-43  Medicaid  Quality  Control  Fiscal 
Disallowance — Michel  Amendment 
HCFA-44  Psychosurgery 
HCFA-45  Verification  of  Services 
HCFA-46  Recovery  and  Sanctions: 
Medicaid 


HCFA-47  Title  XIX  Administrative 
Sanctions 

HCFA-48  Medicaid  RecodiBcation:  General 
Requirements 

HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-54  Home  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Fimds  for  Certain 
Prescribed  Drugs 

HCFA-56  Common  Audit  Requirements 
HCFA-57  Medicaid  Overpayment  Reporting 
Requirements 

HCFA-58  Cost  Reporting  Requirements  for 
Home  Health  Agencies  (HHAs) 

HCFA-59  Limits  on  Costs  and  Charges  for 
New  Technology 

HCFA-60  Limitations  on  Reasonable 
Charges  for  Computerized  Tomography 
Scan  Services 

HCFA-61  Reconsiderations  and  Hearings 
for  Providers  and  Suppliers 
HCFA-62  RecodiBcation:  Medicare 
Entitlement  and  Benefits,  Limitations, 
and  Exclusions:  Supplementary  Medical 
Insurance 

HCFA-63  RecodiBcation:  Medicare 
Limitations  on  Exclusions  of  BeneBts 
HCFA-64  RecodiBcation:  Medicare 
Overpayments,  Recoveries,  and 
Withholding 

HCFA-65  RecodiBcation:  Medicare 

Provider  Reimbursement  Determinations 
and  Appeals 

HCFA-66  RecodiBcation:  Medicare 
Conditions  for  Payment 
HCFA-67  Requirements  for  Federally 
Funded  Hysterectomies 
HCFA-68  Permissable  Charges  to  Patient 
Funds 

HCFA-69  Professional  Standards  Review 
Organization  (PSRO)  Designations 
HCFA-70  Redesignation  of  Professional 
Standards  Review  Organization  (PSRO) 
Areas  in  California 
HCFA-71  Survey  and  CertiBcation 
HCFA-72  Financial  Assistance  Agreement 
for  End  Stage  Renal  Disease  (ESRD) 
Networks 

SSA-43  Medicaid  Eligibility  Determinations 
(SSI) 

OS-1  Age  Discrimination  Regulations 
Education 

PHS-29  New  Subpart — Grants  and 

Cooperative  Agreement  for  Training  and 
Technical  Assistance 

PHS-30  Indian  Health  Care  Improvement 
Act 

PHS-50  Criteria  for  Payment  of  Tuition 
PHS-51  Traineeships  for  Students  in 
Schools  of  Public  Health  and  Other 
Graduate  Public  Health  Programs 
PHS-52  Traineeship  Grants  for  Health 

Administration,  Hospital  Administration 
or  Health  Policy  Analysis  and  Planning 
at  Public  or  Nonprofit  Private 
Educational  Institutions  Other  Than 
Schools  of  Public  Health 
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PHS-n53  National  Health  Service  Corps 
Scholarships 

PHS-S4  Scholarship  for  First- Year  Students 
of  Exceptional  Financial  Need 
PHS-60  Educational  Assistance  to 
Individuals  from  Disadvantaged 
Backgrounds 

PHS-69  Grants  for  Nurse  Practioner 
Traineeships  program 
PHS-70  Grants  for  Traineeships  for  the 
Advanced  Training  of  Professional 
Nurses 

PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds: 
Proposed  Uses  for  Research  and  Training 
PHS-85  Health  Education — Risk  Reduction 
Grants — ^Amendments  to  Include 
Programs  to  Discourage  Smoking  and 
Use  of  Alcoholic  Beverages  Among 
Children  and  Adolescents 
OCR-3  Access  to  Educational  Programs  for 
National  Origin  Minority  Children  with  a 
Primary  or  Home  Language  Other  Than 
English 

OS-1  Age  Discrimination  Regulations 
Income  Assistance 

HDS-9  Work  Incentive  Program;  Relocation 
to  Chapter  XIII  of  45  CFR 
HDS-11  Work  Incentive  Program:  New 
Procedures  to  Determine  WIN  Sanction 
Period 

SSA-7  Redetermining  Eligibility  and 
Computing  Supplementary  Payment 
AFDC) 

SSA-8  Equity  Methods  for  Evaluating 
Resources  (AFDC) 

SSA-9  Inclusion  of  Child  Receiving  OASDI 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-10  Coverage  and  Conditions  of 

Financial  Assistance  Program,  Residence 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-12  Protective  Vendor  and  Two  Party 
Payments  for  Dependent  Children 
(AFDC) 

SSA-27  Disability  (OASDI:  SSI) 

SSA-28  Determining  SGA;  Earnings 
Guidelines  for  Years  Beginning  1980 
(OASDI:  SSI) 

SSA-21-A  Experiments  to  Improve  the 
Hearing  Process  by  Having  the  Social 
Security  Administration  Represented  at 
Hearings  (OASI:  SSI) 

SSA-22  Limitation  for  Holding  Hearings, 
Issuing  Hearing  Decisions  and  Issuing 
Appeals  Decisions  (OASDI;  SSI) 

SSA-23  Procedures,  Payment  of  BeneBts, 
Determinations,  Reconsiderations, 
Hearings  and  Appeals  (OASDL  SSI) 
SSA-29  Representative  Payee  (OASDI;  SSI) 
SSA-30  Eligibility  (SSI) 

SSA-31  Eligibility — Redeterminations  (SSI) 
SSA-32  Filing  of  Applications  (SSI) 

SSA-33  Amount  of  ^nefits  (SSI) 

SSA-34  Payment  of  Benefits, 

Overpayments,  Underpayments, 
Recovery  of  Overpayment  (SSI) 

SSA-35  Reports  Required  (SSI) 

SSA-36  Family  Relationships  (SSI) 

SSA-37  Income  (SSI) 

SSA-38  Resources  (SSI) 

SSA-39  Reductions,  Suspensions,  and 
Terminations  (SSI) 


SSA-41  Interim  Assistance  Provisions  (SSI) 
SSA-42  Pass  Along  BeneHt  Increase  With 
SSA-44  Determination  of  Assistance 
Payment  When  One  or  More  Family 
Members  are  SSI  Beneficiaries  (AFDC) 
SSA-45  Fair  Hearings  (AFDC) 

SSA-46  Application  Eligibility 
Determinations  and  Furnishing 
Assistance  (AFDC) 

SSA-4/  Provision  for  Payment  of  BeneBts  to 
Young  Husbands  and  Surviving  Divorced 
Fathers 

SSA-48  Prerecovery  Hearing  Before 
Overpayment  Recovery 
SSA-49  Recovery  of  Black  Lung 
Overpayments  from  Benefits  Due 
Survivors 

OS-1  Age  Discrimination  Regulations 
Social  Services 

HDS-1  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services;  General  Rules 
HDS-2  Developmental  Disabilities  Program; 
General  Rules 

HDS-3  Social  Service  Programs; 

Conscrfidated  Grants  to  Insular  Areas 
HDS-4  Native  American  Program:  General 
Rules 

HDS-5  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
HDS-9  Work  Incentive  Program;  Relocation 
to  Chapter  Xlll  of  45  CFR 
HDS-10  Social  Service  Programs  under 
Tides  I,  IV,  X,  XIV.  XVI  (AABD)  and  XX 
of  the  Social  Security  Act:  Relocation  to 
Chapter  XIII  of  45  CFR 
HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222  and  228  to  insure  that 
Social  Service  Programs  Comply  with  the 
Requirements  in  45  CFR  Part  ^ 

HDS-12  Disclosure  by  Providers  of  Certain 
Ownership  Interests  and  Other  « 
Information  under  the  Tide  XX  Social 
Services  Program 

HDS-13  Social  Service  Programs  for 

Individuals  and  Families:  Tide  XX  of  the 
Social  Security  Act 

HDS-15  Eligibility  Requirements  and 

Limitations  for  Enrollment  in  Head  Start 
SSA-40  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies  (SSI) 

OCR-2  Provisions  of  ^rvices  to  Limited 
English  Speaking  Persons 
OS-1  Age  Discrimination  Regulations 

Retirement  BeneBts 

SSA-18  Basic  Computations  of  BeneBts  and 
Lump  Sums  (OASDI) 

SSA-20  The  Retirement  Test  (OASDI) 
SSA-21  Deduction,  Reduction,  and 
Nonpayment  of  BeneBts  (OASDI) 
SSA-21-A  Experiments  to  Improve  the 
Hearing  Process  by  Having  the  Social 
Security  Administration  Represented  at 
Hearings  (OASDI;  SSI) 

SSA-22  Limitation  for  Holding  Hearings, 
Issuing  Hearing  Decisions,  and  Issuing 
Appeals  Decisions  (OASDI;  SSI) 

SSA-23  Procedures,  Payment  of  BeneBts, 
Determinations,  Reconsiderations, 
Hearings  and  Appeals  (OASDI;  SSI] 
SSA-2S  Coverage  of  Employees  of  State 
and  Local  Governments  (OASDI) 

SSA-29  Representative  Payee  (OASDI;  SSI) 
SSA-48  Prerecovery  Hearing  Before 
,  Overpayment  Recovery 


OS-1  Age  Discrimination  Regulations 
Other 

SSA-14  Reorganization  and  Updating  of 
Disclosure  Regulations 
SSA-15  Availability  of  Information  and 
Records  to  the  Public 

PROGRAMS  FOCUSING  ON  SPECIAL 
OPPORTUNITIES 

Handicapped 

PHS-7  Protection  of  Human  Subjects; 

Regulations  on  Research  Involving  Those 
Institutionalized  as  Mentally  Disabled 
Centers  on  Educational  Media  and  Materials 
for  the  Handicapped  Program  Preschool 
Partnership  Program  Gifted  and  Talented 
Children’s  Education  Program 
HDS-2  Developmental  Disabilities  Program: 
General  Rules 

HDS-4  Developmental  Disabilities  Program: 
General  Rules 

SSA-21  Deductions,  Reduction,  and 
Nonpayment  of  IteneBts  (OASDI) 

SSA-27  Disability  (OASDI:  SSI) 

SSA-28  Determining  SGA:  Earnings 
Guidelines  for  Years  Beginning  1980 
(OASDI;  SSI) 

SSA-40  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies  (SSI) 

SSA-49  Recovery  of  Black  Lung 
Overpayments  from  BeneBts  Due 
Survivors 

Economically  Disadvantaged 
PHS-41  Demonstration  Health  and 
Nutrition  Projects 

PHS-54  Scholarships  for  First- Year 

Students  of  Exceptional  Financial  Need 
PHS-60  Educational  Assistance  to 
Individuals  from  Disadvantaged 
Backgrounds 

HDS-9  Work  Incentive  Program:  Relocation 
to  Chapter  XIII  of  45  CFR 
HDS-15  Eligibility  Requirements  and 

Limitations  for  Enrollment  in  Head  Start 
SSA-7  Redetermining  Eligibility  and 
Computing  Supplementary  Payment 
(AFDC) 

SSA-8  Equity  Methods  for  Evaluating 
Resources  (AFDC) 

SSA-9  Inclusion  of  Child  Receiving  OASDI 
BeneBts  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-21-A  Experiments  to  Improve  the 
Hearing  Process  by  Having  the  Social 
Security  Administration  Represented  at 
Hearings  (SSI) 

SSA-22  Limitation  for  Holding  Hearings, 
Issuing  Hearing  Decisions  and  Issuing 
Appeals  Decisions  (SSI) 

SSA-23  Procedures,  Pajnnent  of  BeneBts, 
Determinations,  Reconsiderations, 
Hearings,  and  Appeals  (SSI) 

SSA-29  Representative  Payee  (SSI) 

SSA-30  Eligibility  (SSI) 

SSA-31  Eligibility-Redeterminations  (SSI) 
SSA-32  Filing  of  Applications  (SSI) 

SSA-33  Amoimt  of  BeneBts  (SSI) 

SSA-34  Payment  of  BeneBts, 

Overpayments,  Underpayments, 
Recovery  of  Overpayment  (SSI) 

SSA-35  Reports  Required  (SSI) 

SSA-36  Family  Relationships  (SSI) 
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SSA-37  Income  (SSI) 

SSA-38  Resources  (SSI) 

SSA-39  Reductions,  Suspensions,  and 
Terminations  (SSI) 

SSA-40  Referral  of  Persons  Eligible  for  SSI 
to  Other  Agencies  (SSI) 

SSA-41  Interim  Assistance  Provisions 
SSA-42  Pass  Along  BeneHt  Increase  With 
Limitation  for  Hold-Harmless  States 
(SSI) 

SSA-44  Determination  of  Assistance 
Payment  When  One  or  More  Family 
Members  are  SSI  BeneHciaries  (AFDC) 
SSA-45  Fair  Hearings  (AFDC) 

SSA-46  Application  Eligibility 
Determinations  and  Furnishing 
Assistance 

Native  Americans 

PHS-30  Indian  Health  Care  Improvement 
Act 

PHS-31  Persons  to  Whom  Services  will  be 
Provided 

PHS-91  Indian  Health 
HDS-1  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services:  General  Rules 
HDS-3  Vocational  Rehabilitation  and 
Independent  Living  Programs:  General 
Rules 

HDS-4  Native  American  Program:  General 
Rules 

Women 

PHS-84  Clinical  Laboratories:  Revision  of 
Quality  Control  Regulations  to  include 
Additional  Requirements  for  Alpha- 
Fetoprotein  Testing 

Older  Americans 

HDS-1  Grants  for  State  and  Community 
Programs  on  Aging:  General  Rules 
HDS-2  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services:  General  Rules 
SSA-18  Basic  Computations  of  Benefits  and 
Lump  Sums  (OASDl) 

SSA-20  The  Retirement  Test  (OASDl) 
SSA-21  Deduction,  Reduction,  and 
Nonpayment  of  Benefits  (OASDl) 

SSA-24  Employment,  Wages,  Self- 
Employment,  SEI  (OASDl) 

SSA-29  Representative  Payee  (OASDl;  SSI) 

REGULATIONS  AFFECTING 
ORGANIZATIONS  AND  INSTITUTIONS 

HEALTH 

State  and  Local  Health  Departments 

PHS-10  Health  Incentive  Grants  for 

Comprehensive  Public  Health  Services 
PHS-12  Grants  for  Preventive  Health 

Services  (42  CFR  Part  51b):  Subpart  F — 
Grants  for  Research  Demonstrations,  and 
Public  Information  and  Education  for  the 
Prevention  and  Control  of  Venereal 
Diseases 

PHS-13  Grants  for  Preventive  Health 

Services  (42  CFR  Part  51b):  Subpart  H — 
Grants  for  the  Detection,  Treatment,  and 
Prevention  of  Lead-Based  Paint 
Poisoning 

PHS-14  Interstate  Shipment  of  Etiologic 
Agents:  Packaging,  Labeling,  and 
Shipping  Requirements 
PH6-38  Amendments  to  MCH  CC  Services 
Programs 


PHS-42  Project  Grants  to  States  for 
Hypertension  Services 
PHS-85  Health  Education — Risk  Reduction 
Grants — ^Amendments  to  Include 
Programs  to  Discourage  Smoking  and  the 
Use  of  Alcoholic  Beverages  Among 
Children  and  Adolescents 
HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standards 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-11  Safeguards  for  Patient  Funds 
Standards  Review  to  Intermediate  Care 
Facilities 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-15  Sprinkler  Systems  for  Long  Term 
Care  Facilities 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-26  Reimbursement:  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospitals’  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-32  Deeming  of  Income  Between 
Spouses 

HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  care  Faculty  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-63  Home  Health  Agency  Cost  and 
Utilization 

HCFA-54  Horae  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-71  Survey  and  Certification 
FDA  22 — New  Drug  Evaluation;  Public 
Disclosure  of  Specifications 


FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  67 — California  Application  for 
Exemption  from  Preemption 
FDA  68 — Applications  for  ^emption  from 
Preemption  for  State  and  Local  Hearing. 
Aid  Requirements 

FDA  69 — Additional  Applications  for 

Exemption  from  Preemption  for  State  and 
Local  Hearing  Aid  Requirements 
FDA  70 — Recommendations  for  State  and 
Local  Agencies  Concerning  Accidental 
Raidoactive  Contamination  of  Human 
Food  and  Animal  Feed 
OS-1  Age  Discrimination  Regulations 

State  and  Local  Health  Planning  Agencies 

PHS-45  Grants  for  Community  Mental 

Health  Centers  Requirements  for  Grants, 
Application  for  Grants,  and  State  Plans 
PHS-46  Grants  for  Drug  Abuse  Prevention, 
Treatment,  and  Rehabilitation; 
Requirements  for  State  participation  in 
Formula  Grants 

PHS-72  National  Guidelines  for  Health 
Planning 

PHS-73  Health  Systems  Agency  Review  of 
Certain  proposed  Uses  of  Federal  Health 
Funds 

PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
PHS-75  Health  Systems  Agency  and  State 
Agency  Reviews  of  the  Appropriateness 
of  Existing  Institutional  Health  Services 
PHS-76  Designation  of  Health  Systems 
Agencies 

PHS-77  Designation  of  State  Health 
Planning  and  Development  Agencies 
PHS-78  Certificate  of  Need  and  Review  of 
New  Institutional  Health  Services 
PHS-79  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Certificate  of  Need 
PHS-80  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Capital  Expenditure  Review 
PHS-81  Limitation  on  Federal  Participation 
for  Capital  Expenditures 
PHS-92  Redesignation  of  Health  Service 
Areas 

PHS-93  Funding  of  Health  Systems 
Agencies — General 

PHS-94  Discretionary  Funding  of  Health 
Systems  Agencies 

PHS-95  National  Guidelines  for  Health 
Planning  (Standards) 

PHS-97  Governing  Body  Requirement  for 
Health  Systems  Agencies 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-28  Special  Care  Units 
HCFA-30  End  Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Eductional  Progranra 
Reimbursement 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost  Related 

Reimbursement  for  ^Qed  Nursing  and 
Intermediate  Care  Faothty  Services 
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FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biophannaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  70 — Recommendations  for  State  and 
Local  Agencies  Concerning  Accidental 
Radioactive  Contamination  of  Human 
Food  and  Animal  Feed 
FDA  73 — Recommendations  for  Referral 
Criteria  for  Diagnostic  Radiological 
Examinations 

OS-1  Age  Discrimination  Regulations 
Individual  Physicians 
HCFA-2  Waiver  of  Liability 
HCFA-3  Professonal  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standard 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-25  Part  A  Entitlement  and  Co¬ 
payments 

HCFA-27  Teaching  Hositals  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level  ’ 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 
HCFA-44  Psychosurgery 
HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-^2  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-54  Home  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-59  Limits  on  Costs  and  Charges  for 
New  Technology 

HCFA-60  Limitations  on  Reasonable 
Charges  for  Computerized  Tomography 
Scan  Services 

HCFA-64  Recodification:  Medicare 
Overpayments,  Recoveries,  and 
Withholding 

HCFA-66  Recodification;  Medicare 
Conditions  for  Payment 
HCFA-69  Professional  Standards  Review 
Organization  (PSRO)  Designations 


HCFA-70  Redesignation  of  Professional 
Standards  Review  Organization  (PSRO) 
Areas  in  California 

FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — ^Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — ^Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  64 — ^Restricted  Device  Regulation 
FDA  66-^aximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chloriiydrin, 
and  Ethylene  Glycol 

FDA  71 — ^Recommendations  for  National 
Standards  for  Medical  Radiation 
Technologists 

FDA  72 — Recommendations  on  Exposure 
from  Diagnostic  X-Ray  Examinations 
FDA  73 — Recommendations  for  Referral 
Criteria  for  Diagnostic  Radiological 
Examinations 

FDA  83 — Restrictions  on  Alpha-Fetoprotein 
Test  Kits 

FDA  84 — ^Patient  Information  for  Medical 
Devices 

Hospitals 

RfS-1  Conduct  of  Persons  and  Traflic  on 
Certain  Federal  Enclaves:  Revision  of 
General  Rules 

PHS-14  Interstate  Shipment  of  Etiologic 
Agents:  Packaging,  Labeling,  and 
Shipping  Requirements 
PHS-39  Grants  to  Plan,  Develop  and 
Operate  Hospital — Affiliated  Primary 
Care  Centers 

PHS-48  Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  Minimum 
Requirements  for  Protecting 
PHS-96  Tax-exempt  Refinancing  of  Health 
Facilities  Construction  Loans 
HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-5  Validation  of  Accrediation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standards 
Review  Organizations  Hospital  Review 
HCFA-8  Con5dentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-17  Radiological  Services 
HCFA-81  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-25  Part  A  Entitlement  and  Co- 
Payments 

HCFA-26  Reimbursement;  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospitals’  Physicans 
Costs 

HCFA-28  Special  Care  Units 


HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Vocational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 
HCFA-44  Psychosurgery 
HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Date 
Reports 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-56  Common  Audit  Requirements 
HCFA-61  Reconsiderations  and  Hearings 
for  Providers  and  Suppliers 
HCFA-64  Recodification;  Medicare 
Overpayments,  Recoveries,  and 
Withholding 

HCFA-65  Recodification:  Medicare 

Provider  Reimbursement  Determinations 
and  Appeals 

HCFA-66  Recodification:  Medicare 
Conditions  for  Payment 
HCFA-69  Professional  Standards  Review 
Organization  (PSRO)  Designations 
HCFA-70  Redesignation  of  Professional 
Standards  Review  Organization  (PSRO) 
Areas  in  California 
HCFA-71  Survey  and  Certification 
FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators  « 

FDA  14 — Bioreseatch  Monitoring;  Informed 
Consent 

FDA  17 — ^Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — ^Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — ^Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 

FDA  72 — Recommendations  on  Exposure 
from  Diagnostic  X-Ray  Examinations 
FDA  73 — ^Recommendations  for  Referral 
Criteria  for  Diagnostic  Radiological 
Examinations 

FDA  26 — ^Biophannaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  66 — ^Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 

Nursing  Homes  and  Long  Term  Care 
Facilities 

HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-11  Safeguards  for  Patient  Funds 
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HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-25  Part  A  Entitlement  and  Co- 
Payments 

HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 
HCFA-44  Psychosurgery 
HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-61  Reconsiderations  and  Hearings 
for  Providers  and  Suppliers 
HCFA-62  Recodification:  Medicare 
Entitlement  and  Benefits,  Limitations, 
and  Exclusions:  Supplementary  Medical 
Insurance 

HCFA-64  Recodification:  Medicare 
Overpayments,  Recoveries,  and 
Withholding 

HCFA-65  Recodification:  Medicare 

Provider  Reimbursement  Determinations 
and  Appeals 

HCFA-66  Recodification:  Medicare 
Conditions  for  Payment 
HCFA-68  Permissable  Charges  to  Patient 
Funds 

HCFA-69  Professional  Standards  Review 
Organization  (PSRO)  Designations 
HCFA-70  Redesignation  of  Professional 
Standards  Review  Organizations  (PSRO) 
Areas  in  California 

FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25— Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 

FDA  84 — ^Patient  Information  for  Medical 
Devices 

i 

i 
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Mental  Health  Facilities 
FDA  13 — ^Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — ^Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — ^Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  84 — Patient  Information  for  Medical 
Devices 

SSA-29  Representative  Payee 
PHS-45  Grants  for  Conununity  Mental 

Health  Centers;  Requirements  for  Grants, 
Application  for  Grants  and  State  Plans 
PHS-M  Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  Minimum 
Requirements  for  Protecting 
HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standard 
Review  Organizations  Hospital  Review 
HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-44  Psychosurgery 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 
SSA-29  Representative  Payee 

Health  Maintenance  Organizations 

PHS-19  Subpart  A — Requirements  for  a 
Health  Maintenance  Organization 
PHS-20  Subpart  B — Federal  Financial 
Assistance;  General 

PHS-24  Subpart  F — Qualification  of  Health 
Maintenance  Organizations 
PHS-25  Subpart  H — Employees  Health 
Benefits  Plan 

PHS-26  Subpart  I — Continued  Regulation  of 
HMOs  and  Other  Entities 
PHS-28  New  Subpart  J — Loans  and  Loan 
Guarantees  for  Acquisition  and 
Construction  of  Ambulatory  Health  Care 
Facilities 

PHS-29  New  Subpart — Grants  and 

Cooperative  Agreement  for  Training  and 
Technical  Assistance 

PHS-48  Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  minimum 
requirements  for  protecting 
PHS-79  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Cerificate  of  Need 


HCFA-8  Confldentiality  and  Disclosure  of 
Information  and  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-25  Part  A  Entitlements  and  Co- 
Payments 

HCFA-26  Reimbursement:  Internship  and 
Residency  Program 
HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Education  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 
HCFA-44  Psychosurgery 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-61  Reconsiderations  and  Hearings 
for  Providers  and  Suppliers 
HCFA-64  Recodification:  Medicare 
Overpayments,  Recoveries,  and 
Withholding 

HCFA-66  Recodihcation:  Medicare 
Conditions  for  Payment 
FDA  25— Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — ^Biopharmaceutics  Program; 
Therapeutic  Equivalence  Evaluations 


HCFA-1  Hospital  Utilization  Review 
HCFA-7  Funding  of  Professional  Standards 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-15  Sprinkler  Systems  for  Long  Term 
Care  Facilities 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Providef  Reimbursement 
Determinations 

HCFA-22  Fiscal  Intermediary  Performance 
HCFA-23  Durable  Medical  Equipment 
HCFA-25  Part  A  Entitlement  and  Co- 
Payments 

HCFA-26  Reimbursement  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospital  Physicians’ 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 


Insurance  Companies  and  Other  Fiscal 
Intermediaries 
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HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-32  Deeming  of  Income  Between 
Spouses 

HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 
HCFA-44  Psychosurgery 
HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-54  Home  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-56  Common  Audit  Requirements 
HCFA-59  Limits  on  Costs  and  Charges  for 
New  Technology 

HCFA-60  Limitations  on  Reasonable 
Charges  for  Computerized  Tomography 
Scan  Services 

HCFA-62  Recodification:  Medicare 
Entitlement  and  BeneBts,  Limitations, 
and  Exclusions:  Supplementary  Medical 
Insurance 

HCFA-64  Recodification;  Medicare 
Overpayments,  Recoveries,  and 
Withholding 

FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  84 — Patient  Information  for  Medical 
Devices 

Health  and  Medical  Training  Institutions 
PHS-2  National  Library  of  Medicine 

Programs;  Revision  of  General  Rules  for 
the  National  Library  of  Medicine, 
National  Library  of  Medicine  Grants, 
National  Institutes  of  Health  and 
National  Library  of  Medicine 
Traineeships,  and  National  Institutes  of 
Health  and  NationaM,ibrary  of  Medicine 
Training  Grants 

PHS-4  National  Research  Service  Awards 
Programs:  General  Rules 
PHS-5  Protection  of  Human  Research 
Subjects — Institutional  Review  Boards 
PHS-6  Protection  of  Human  Subjects; 
Regulations  on  Research  Involving 
Children 

PHS-7  Protection  of  Human  Subjects: 

Regulations  on  Research  Involving  Those 
Institutionalized  as  Mentally  Disabled 
PHS-30  Indian  Health  Care  Improvement 
Act  Programs 


PHS-51  Traineeships  for  Students  in 
Schools  of  Public  Health  and  Other 
Graduate  Public  Health  Programs 
PHS-52  Traineeship  Grants  for  Health 
Administration,  Hospital  Administration 
or  Health  Policy  Analysis  and  Planning 
at  Public  or  nonproBt  Private  Educational 
Institutions  Other  than  Schools  of  Public 
Health 

PHS-54  Scholarships  for  First- Year 

Students  of  Exceptional  Financial  Need 
PHS-55  Health  Profession  Capitation 
Grants 

PHS-56  Project  Grants  for  Establishment  of 
Departments  of  Family  Medicine 
PHS-57  Area  Health  Education  Centers 
PHS-58  Grants  for  Residency  Training  in 
General  Internal  Medicine  or  General 
Pediatrics 

PHS-59  Grants  for  Training  in  Family 
Medicine 

PHS-61  Grants  to  Schools  of  Medicine, 
Dentistry,  Public  Health,  Osteopathy, 
Optometry,  Podiatry,  Pharmacy,  and 
Veterinary  Medicine  for  Start-up 
Assistance 

PHS-62  Health  Profession  Financial 
Distress  Grants 

PHS-63  Interdisciplinary  Team  Training 
and  Curriculum  Development  for  Health 
Manpower  Training 

PHS-64  Grants  for  Training  in  Emergency 
Medical  Services 

PHS-65  Grants  for  Graduate  Programs  in 
Health  Administration 

PHS-66  Special  Project  Grants  for  Graduate 
Programs  in  Public  Health 
PHS-^7  Grants  for  Allied  Health  Projects 
PHS-68  Grants  for  Traineeships  for 
Advanced  Training  of  Allied  Health 
Personnel 

PHS-69  Grants  for  Nurse  Practitioner 
Traineeship  Programs 
PHS-70  Grants  for  Traineeships  for  the 
Advanced  Training  of  Professional 
Nurses 

PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
PHS-83  National  Institutes  of  Health  Care 
Centers 

HCFA-1  Professional  Standard 
Organizations  (PSROs)  Providers 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-iy  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-26  Reimbursement  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospitals'  Physicians 
Costs 

HCFA-31  Incentive  Reimbiu'sement  for 
End-Stage  Renal  Disease  Services 
HCFA-d3  Educational  Programs 
Reimbursement 
HCFA-36  Family  Planning 
HCFA-44  Psychosurgery 

Allied  Services 

PHS-9  Standards  for  Clinical  Laboratory 
Personnel — Requirements  for 
Certification 

PHS-14  Interstate  Shipment  of  Etiologic 
Agents:  Packaging,  Labeling,  and 
Shipping  Requirements 


PHS-84  Clinical  Laboratories:  Revision  of 
Quality  Control  Regulations  to  Include 
Additional  Requirements  for  Alpha- 
fetoprotein  Testing 

PHS-88  Fees  for  Direct  Training,  Center  for 
Disease  Control 

PHS-89  Clinical  Laboratories — ^Deletion  of 
Requirement  for  License  Fees 
PHS-90  Possession,  Use,  and  Transport  of 
Smallpox  and  Whitepox  Viruses 
HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-23  Durable  Medical  Equipment 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-49  System  for  Hospital  Uniform 
Reporting  " 

Community  Based  Health  Centers 
PHS-39  Grants  to  Plan,  Develop  and 

Operate  Hospital-Affiliated  Primary  Care 
Centers 

PHS-40  Project  Grants  for  Community 
Health  and  Migrant  Health 
PHS-49  Designation  of  Health  Manpower 
Shortage  Areas 

PHS-73  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Health 
Funds 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-26  Durable  Medical  Equipment 
HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lower  charge 
Level 

HCFA-36  Family  Planning 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — ^Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  72 — Recommendations  on  Exposure 
from  Diagnostic  X-Ray  Examinations 
FDA  73 — Recommendations  for  Referral 
Criteria  for  Diagnostic  Radiological 
Examinations 

FDA  84 — Patient  Information  for  Medical 
Devices 

Pharmaceutical  Manufacturers  and 
Distributors 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  13 — ^Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — ^Bioresearch  Monitoring;  Informed 
Consent 

FDA  15— Antibiotic  CertiBcation;  Exemption 
of  Dermatologic  and  Vaginal  Drug 
Products 
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FDA  16 — Antibiotic  Certification:  Exemption 
of  Systemic  Drug  Products 
FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring:  Obligations 
of  Clinical  Investigators 
FDA  19 — Drug  Efficacy  Study 

Implementation;  Abbreviated  New  Drug 
Applications  for  Post-1962  Drugs 
FDA  20 — Drug  Quality  Assurance;  Current 
Good  Manufacturing  Practice  for  Large 
Volume  Parenterals 
FDA  22 — New  Drug  Evaluation;  Public 
Disclosure  of  Specifications 
FDA  23 — New  Drug  Evaluation;  Revision  of 
IND/NDA  Regulations 
FDA  24 — Prescription  Drug  Advertising: 

Revision  of  Regulations 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 

Medical  Devices  and  Equipment 
Manufacturers  and  Distributors 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-23  Durable  Medical  Equipment 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-36  Family  Hanning 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

FDA  13 — ^Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17»-Bioresearch  Monitoring:  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring:  Obligations 
of  Clinical  Investigators 
FDA  58 — Classification  of  Preenactment 
Devices 

FDA  59 — Regulations  to  Require  Premarket 
Approval 

FDA  60 — Premarket  Approval  Procedural 
Regulation 

FDA  61 — Product  Development  Protocols 
FDA  64 — Restricted  Device  Regulation 
FDA  65 — Mandatory  Experience  Reporting 
FDA  66— Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 
FDA  67 — Galifomia  Application  for 
Exemption  from  Preemption 
FDA  68 — Applications  for  Exemption  from 
Preemption  for  State  and  Local  Hearing 
Aid  Requirements 

FDA  69 — Additional  Applications  for 

Exemption  from  Preemption  for  State  and 
Local  Hearing  Aid  Requirements 
FDA  83 — Restrictions  on  Alpha-Fetoprotein 
Test  Kits 

FDA  84 — Patient  Information  for  Medical 
Devices 


Cosmetic  Manufacturers  and  Distributors 
FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  52 — Lead  Acetate 

FDA  54 — Bubble  Bath  Products  Warnings 

Biomedical  Research  Facilities 

HCFA-44 — Psychosurgery 
FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring:  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 

Animal  Drug  Manufacturers  and  Distributors 
FDA  16 — Antibiotic  Certification:  Exemption 
of  Systemic  Drug  Products 
FDA  55— Procedural  Regulations  for  Cyclic 
Review  of  Animal  Drugs 
FDA  56 — Sensitivity  of  Method 
FDA  74 — Neomycin  Containing  Animal  Drugs 
FDA  75 — Sulfonamide  Containing  Animal 
Drugs 

FDA  77 — ^Teat  Dips 

FDA  78 — Animal  Drugs  for  Minor  Species 
FDA  79 — Sterility  and  Pyrogenicity  of  Animal 
Drugs 

FDA  80 — Approval  of  Supplemental  New 
Animal  Drug  Application 

Animal  Feed  Manufacturers  and  Distributors 

FDA  70 — Recommendations  for  State  and 
Local  Agencies  Concerning  Accidental 
Radioactive  Contamination  of  Human 
Food  and  Animal  feed 
FDA  76 — Medicated  Feed  Task  Force 
Implementation 

FDA  81 — Prohibited  Substances;  Deodorizer 
Distillates 

FDA  87 — Current  Good  Manufacturing 
Practice  Relating  to  Poisonous  and 
Deleteric  Substances  in  Food,  Feed,  and 
Food-Packaging  Materials  Plan 

Biological  Product  Manufacturers  and 
Distributors 

FDA  1 — Antigen  E  Assay:  Potency  Standards 
FDA  2 — Limulus  Amebocyte  Lysate  (LAL); 

Specific  Manufacturing  Standards 
FDA  3 — Allergenic  Source  Material 
Standards 

FDA  4 — Radioallergosorbent  Test  (RAST); 
Potency  Test 

FDA  5 — Error  and  Accident  Reports:  Amend 
Blood  GMPs 

FDA  6— Reorganize  Whole  Blood  Regulations 
FDA  7 — Uniform  Blood  Labeling 
Requirements 

FDA  8 — Notification  of  FDA  Regarding 
Adverse  Reaction;  Recordkeeping  and 
Reporting  Requirements 
FDA  9 — Panel  on  Review  of  Allergenic 
Extracts:  Product  Effectiveness 
FDA  10 — Panel  on  Review  of  Viral  Vaccines 
and  Rickettsial  Vaccines;  Product 
Effectiveness 

FDA  11 — Panel  on  Review  of  Blood  and 
Blood  Products:  Product  Effectiveness 


FDA  12 — Panel  on  review  of  Bacterial 
Toxoids  and  Bacterial  Vaccines  with 
U.S.  Standards  of  Potency:  Product 
Effectiveness 

FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  23 — New  Drug  Evaluation;  Revision  of 
IND/NDA  Regulations 
FDA  24 — Prescription  Drug  Advertising; 

Revision  of  Regulations 
FDA  25 — ^Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 

FDA  84 — Patient  Information  for  Medical 
Devices 

Food  Manufacturers  and  Distributors 

FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  28 — Cholesterol-Free  Egg  Substitute 
FDA  29 — Plant  Protein;  Common  or  Usual 
Names  for  Foods,  Vegetable  Protein 
Products  Which  Resemble  and  Substitute 
for  Meats,  Seafood,  Poultry,  Eggs,  or 
Cheese 

FDA  30— Sugar  Labeling  of  Foods 
FDA  33 — Aflatoxin  in  Peanuts 
FDA  34 — Color  Certification;  Procedures  for 
Non-Conforming  Batches 
FDA  35 — Use  of  Food  Preservatives  BHT 
FDA  36 — Procedural  Regulations  for  the 
Cyclic  Review  and  Priority  Listing  of 
Food  and  Color  Additives 
FDA  37 — Net  Weight 
FDA  38 — Caffeine 

FDA  39 — GRAS  Whey;  Whey  Products  and 
Hydrogen  Peroxide  Used  in  Whey 
Treatments 

FDA  40 — Retortable  Pouch 
FDA  41— Xylitol 

FDA  42 — Food  and  Color  Additives;  Risk 
Assessment 

FDA  43 — Trichloroethylene 
FDA  44 — Use  of  Chlorine  Gas  in  an  Aqueous  • 
Solution 

FDA  45 — Nitrite  as  Color  Additive  in  Bacon 
FDA  46 — Prior  Sanction  Status  of  Nitrites  in 
Poultry  Products 

FDA  47 — Safety  of  Food  Ingredients  Sucrose 
and  Com  Sugar 

FDA  48 — Optionial  Ingredient  Labeling 
Regarding  Certain  Food  Standards 
FDA  49 — National  Shellfish  Safety  Program 
FDA  50 — Dietary  Supplement  of  Vitamins 
and  Minerals 

FDA  51 — Labeling  of  Sodium  and  Potassium 
Content  of  Foods 

FDA  70 — Recommendations  for  State  and 
Local  Agencies  Concerning  Accidental 
Radioactive  Contamination  of  Human 
Food  and  Animal  Feed 
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FDA  82 — Descending  Order  of  Predominance 
Ingredient  Labeling  Statement 
FDA  85 — ^Infant  Foods  and  Formulas 
FDA  86— Infant  Formulas  Quality  Control 
Labeling  Regulation 
FDA  87 — Ciurent  Good  Manufacturing 
Practice  Relating  to  Poisonous  and 
Deleterious  Substances  in  Food,  Feed, 
and  Food-Packaging  Materials  Plants 

Pharmacists 

FDA  25 — ^Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26— Biopharmaceutics  Program; 
Therapeutic  Equivalence  Evaluations 

All  Organizations 
OS-1  Age  Discrimination 
Mining  Industry 

PHS-43  Program  Grants  for  Black  Lung 
Clinics 

PHS-86  NIOSH  Investigations  of  Places  of 
Employment 

PHS-87  NIOSH  Grant  Regulations; 
Conformance  With  Part  74 

Alcohol  and  Drug  Fadlities 

PHS-46  Grants  for  Drug  Abuse  Prevention 
Treatment  and  Rehabilitation; 
Requirements  for  State  Participation  in 
Formula  Grants 

PHS-48  ConBdentiality  of  Alcohol  and  Drug 
Patient  Records;  Minimum  Requirements 
for  Protecting 

PHS-98  Drug  Abuse  Project  Grant  Program 

Indian  Tribes  and  Tribal  Organizations 
Health  Facilities 

PHS-32  Grants  for  Development, 
Construction,  and  Operations  of 
Facilities  and  Services 

State  Medicaid  Agencies 

HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-41  Medicaid  Quality  Control  System 
Expansion  of  Information  Requirements 
HCFA-44  Psychosurgery 
HCFA-45  Verification  of  Services 
HCFA-47  Title  XIX  Administrative 
Sanctions 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

HCFA-56  Common  Audit  Requirements 
HCFA-57  Medicaid  Overpayment  Reporting 
Requirements 

HCFA-59  Limits  on  Costs  and  Charges  for 
New  Technology 

HCFA-60  Limitations  on  Reasonable 
Charges  for  Computerized  Tomography 
Scan  Services 

HCFA-67  Requirements  for  Federally 
Funded  Hysterectomies 
HCFA-68  Permissable  Charges  to  Patient 
Funds 

HCFA-71  Survey  and  Certification 
HCFA-45  Verification  of  Services 
HCFA-46  Withholding  Payments  on 
Suspicion  of  Fraud 
HCFA-47  Title  XIX  Administrative 
Sanctions 


HCFA-58  Cost  Reporting  Requirements  for 
Home  Health  Agencies  (HHAs) 

OCR-2  Provisions  of  Services  to  limited 
English  Speaking  Persons 

Colleges  and  Universities 
PHS-30  Indian  Health  Care  Improvement 
Act  Programs 

PHS-63  Interdisciplinary  Team  Training 
and  Curriculum  Devdopment  for  Health 
Manpower  Training 

PHS-67  Grants  for  Allied  Health  Projects 
PHS-74  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
FDA  13 — ^Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — ^Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  71 — ^Recommendations  for  National 
Standards  for  Medical  Radiation 
Technologists 

Graduate  and  Professional  Schools 
PHS-51  Traineeships  for  Students  in 
Schools  of  Public  Health  and  Other 
Graduate  Public  Health  Programs 
PHS-52  Traineeship  Grants  for  Health 
Administration,  Hospital  Administration 
or  Health  Policy  Analysis  and  Planning 
at  Public  or  Nonprofit  Private 
Educational  Institutions  Other  than 
Schools  of  Public  Health 
PHS-54  Scholarships  for  First-Year 

Students  of  Exceptional  Financial  Need 
PHS-55  Health  Professions  Capitation 
Grants 

PHS-56  Project  Grants  for  Establishment  of 
Departments  of  Family  Medicine 
PHS-57  Area  Health  Education  Centers 
PHS-58  Grants  for  Residency  Training  in 
General  Internal  Medicine  or  General 
Pediatrics 

PHS-59  Grants  for  Training  in  Family 
Medicine 

PHS-61  Grants  to  Schools  of  Medicine, 
Dentistry,  Public  Health,  Osteopathy, 
Optometry,  Podiatry,  Pharmacy,  and 
Veterinary  Medicine  for  Start-up 
Assistance 

PHS-62  Health  Professions  Financial 
Distress  Grants 

PHS-63  Interdisciplinary  Team  Training 
and  Curriculum  Development  for  Health 
Manpower  Training 

PHS-64  Grants  for  Training  in  Emergency 
Medical  Services 

PHS-65  Grants  for  Graduate  Programs  in 
Health  Administration 

PHS-66  Special  Project  Grants  for  Graduate 
Programs  In  Public  Health 
PHS-67  Grants  for  Allied  Health  Projects 
PHS-68  Grants  for  Traineeships  for 
Advanced  Training  of  Allied  Health 
Personnel 

PHS-69  Grants  for  Nurse  Practitioner 
Traineeships  Programs 
PHS-70  Grants  for  Traineeships  for  the 
Advanced  Training  of  Professional 
Nurses 


PHS-74  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 

All  Organizations 

OS-1  Age  Discrimination  Regulations 
Other 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 

INCOME  MAINTENANCE 
State  and  Local  Governments 
SSA-4  Quality  Control  Reviews — General 
Administration 

SSA-13  Administrative  and  Fiscal 
Requirements  for  Federal  Financial 
Participation  in  Financial  Assistance  to 
Individuals 

SSA-25  Coverage  of  Employees  of  State 
and  Local  Governments 
SSA-27  Disability 

SSA-41  Interim  Assistance  Provisions 
SSA-42  Pass  Along  Beneht  Increase  With 
Limitation  for  Hold-Harmless  States 
SSA-44  Determination  of  Assistance 
Payment  When  One  or  More  Family 
Members  are  SSI  Beneficiaries  (AFDC) 
SSA-46  Application  Eligibility 
Determinations  and  Furnishing 
Assistance 

All  Organizations 

OS-1  Age  Discrimination  Regulations 
Other 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 

SOCIAL  SERVICES 

State  and  Local  Government  Agencies 

HDS-2  Developmental  Disabilities  Program; 
General  Rules 

HDS-5  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Programs;  General  Rules 
HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222,  and  228  To  Insure  That 
Social  Service  Programs  Comply  with  the 
Requirements  in  45  CFR  Part  74 
HDS-12  Disclosure  by  Providers  of  Certain 
Ownership  Interests  and  Other 
Information  Under  the  Title  XX  Social 
Services  Program 

HDS-13  Social  Service  Programs  for 

Individuals  and  Families:  Title  XX  of  the 
Social  Security  Act 

SSA-40  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies 
SSA-45  Applications  Eligibility 

Determination  and  Furnishing  Assistance 

Child  Care  Facilities 

HDS-5  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 

Residential  Care  Facilities 

HDS-2  Developmental  Disabilities  Program: 
General  Rules 

HDS-5  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 

Vocational  and  Rehabilitation  Facilities 

SSA-10  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies 
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Local  Services  (i.e.,  nutrition  and  counseling) 
HDS-1  Grants  for  States  and  Community 
Programs  on  Aging;  General  Rules 

All  Organizations 

OS-1  Age  Discrimination  Regulations 
OS-2  Day  Care  Requirements 

Other 

HDS-1  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services;  General  Rules 
HDS-3  Social  Service  Programs: 

Consolidated  Grants  to  Insular  Areas 
HDS-4  Native  American  Program:  General 
Rules 

HDS-10  Social  Service  Programs  Under 
Titles  1.  IV.  X.  XIV,  XVI  (AABD)  and  XX 
of  the  Social  Security  Act:  Relocation  to 
Chapter  XIII  of  45  CFR 
HDS-11  Technical  Amendments  to  45  CFR 
Parts  220,  222  and  228  To  Insure  That 
Social  Service  Programs  Comply  With 
the  Requirements  in  45  CFR  Part  74 
HDS-12  Disclosure  by  Providers  of  Certain 
Ownership  Interests  and  Other 
Information  Under  the  Title  XX  Social 
Services  Program 

HDS-13  Social  Service  Programs  for 

Individuals  and  Families:  Title  XX  of  the 
Social  Security  Act 

HDS-15  Eligibility  Requirements  and 

Limitations  for  Enrollment  in  Head  Start 

SUNSET  REVIEW  REGULATIONS 
The  following  regulations  are  listed  for  the 
purposes  of  Section  4  of  Executive  Order 
120^,  which  requires  a  periodic  review  of 
existing  regulations.  They  are  described  in 
more  detail  elsewhere  in  this  agenda. 
HCFA-6  Medicare/Medicaid  Program: 
Conditions  of  Participation  for 
Hospitals — Revised  Conditions  for 
Participation 


HCFA-13  Medicare/Medicaid  Program: 
Conditions  of  Participation  for  Skilled 
Nursing  Facilities  (SNFs)  and 
Intermediate  Care  Facilities  (ICFs) — 
Conditions  of  Participation 
HCFA-21  Medicare  Program:  Provider 

Reimbursement  Determinations — Criteria 
and  Procedures  for  PRRB  Hearings  and 
Decisions 

HCFA-25  Medicare  Program:  Part  A 
Entitlement  and  Copayments — 
Clarification  of  Eligibility  Requirements 
HCFA-29  Medicare  Program: 

Reimbursement  to  Related 
Organizations — Sets  Reimbursement 
Limits 

HCFA-65  Medicare  Program: 

RecodiHcation:  Medicare  Provider 
Reimbursement  Determinations  and 
Appeals 

PHS-18  National  Institute  for  Occupational 
Safety  and  Health  Investigative 
Procedures:  Mining  Amendments 
PHS-30  Indian  Health  Care  Improvement 
Act  Programs 

PHS-32  Grants  for  Development, 
Construction,  and  Operations  of 
Facilities  and  Services 
PHS-33  Medical  Care  for  Uniformed 

Services  Personnel  of  the  Coast  Guard, 
Public  Health  Service,  and  National 
Oceanic  and  Atmospheric 
Administration  42  CFR  31 

PHS-34  Medical  Care  for  Seafarers  and 
Others  at  Public  Health  Service  Facilities 
PHS-35  Public  Health  Service  Hospital  and 
Clinic  Managment,  42  CFR  35 
SSA-14  Social  Security  Administration — 
Reorganization  and  Updating  of 
Disclosure  Regulations,  20  CFR  Part  401 
SSA-15  Social  Security  Administration — 
Availability  of  Information  and  Records 
to  the  Public,  20  CFR  Parts  401  and  422 


SSA-25  Old  Age,  Survivors,  Disability 
Insurance  Program — Coverage  of 
Employees  of  State  and  Local 
Governments,  20  CFR  Part  404,  Subpart 
M 

SSA-27  Old  Age,  Survivors,  Disability 
Insurance  and  Supplemental  Security 
Income  Programs — Disability,  20  CFR 
Part  404,  Subpart  P  and  Part  416,  Subpart 
I 

SSA-29  Old  Age,  Survivors,  Disability 
Insurance  and  Supplemental  Security 
Income  Programs — Representative 
Payee,  20  CFR  Part  404,  Subpart  Q  and 
Part  416,  Subpart  F 

SSA-30  Supplemental  Security  Income 
Program — Eligibility,  20  CFR  Part  416, 
Subpart  B 

SSA-37  Supplemental  Security  Income 
Program — Program  Income,  20  CFR  Part 
416,  Subpart  K 

SSA-45  Fair  Hearings,  45  CFR  Part  205.10 

SSA-46  Application  Eligibility 
Determinations,  and  Furnishing 
Assistance  45  CFR  Part  206 

OCSE-2  Office  of  Child  Support 

Enforcement — Strengthening  of  CSE, 

Audit  and  Penalty  Regulations,  45  CFR 
Parts  301,  302,  304  and  305 

OCSE-3  Office  of  Child  Support 

Enforcement — Optional  ftocedures  for 
Distribution  of  Child  Support  Collections  * 
(Immediate  Distribution],  45  CFR  Parts 
302  and  304 

OCSE-4  Office  of  Child  Support 

Enforcement — OCSE  Recodificadon, 

Phase  1 45  CFR  Parts  302  and  304 

OCSE-5  Office  of  Child  Support 

Enforcement — OCSE  RecodiBcation, 

Phase  II,  45  CFR  302  and  303 

HDS-4  Developmental  Disabilities  Program; 
General  Rules 

HDS-6  Native  American  Program:  General 
Rules 


Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List 
Public  Health  Service 

Title  Summary  Contact  Decision  quarter 


PHS-1— Conduct  of  Persons  and  Traffic  on 
Certain  Federal  Errclaves:  Revision  of  Gen¬ 
eral  Rules. 


A.  Description:  These  regulations  govern  the  conduct  of  individuals  and  traffic  William  G.  Ketterer,  Senior 

on  the  National  Institutes  of  Health  reservation  in  Bethesda,  Md.  and  wilt  be  Attorney,  NIH,  Office  of  the 
extended  to  cover  the  U.S.  PHS  Hospital  at  Staten  Island,  N.Y.  The  regula-  General  Counsel,  National 

tions  deal  with  traffic;  parking;  buildings  and  grounds;  prohibited  activities  Institutes  of  Health,  Bethesda, 

such  as  gambling,  nuisances  and  discrimination;  and  spe^  penalties.  Md.  20205,  (301)  496-6043. 

B.  Why  Significant  This  revision  brings  up  to  date  these  regulations  which 
were  last  revised  in  1970,  by  making  minor  additions,  improving  readability 
and  extending  coverage  to  the  PHS  Hospital,  Staten  Island,  over  which  the 
U.S.  has  exclusive  or  concurrent  jurisdiction. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  This  revision  is  necessary  in  order  to  comply  with  the  Department's 
program  of  recodification  and  "Operation  Common  ^nse." 

E.  Legal  Basis:  Sec.  1-5,  62  Stat.  281,  as  amended,  75  Stat.  574  (40  U.S.C. 

318-318d);  Sec.  205,  63  Stat.  389,  as  amended,  64  Stat.  591,  76  Stat.  414 
(40  U.S.C.  486);  Delegations  of  Authority  33  FR  604,  41  FR  19162,  41  FR 
34346,  44  FR  15774. 

F.  Chronology:  Notice  of  (decision  to  Regulate  published  July  20, 1979  (44  FR 
42727)  NPRM  published  December  20, 1979  (44  FR  75415) 


Final  Regulations  July- 
September  1980. 


PHS-2— National  Library  of  Medicine  Pro¬ 
grams:  Revision  of  General  Rules  for  the 
National  Library  of  Medicine,  National  Li¬ 
brary  of  Medicine  Grants,  National  Insti¬ 
tutes  of  Health  and  National  Library  of 
Medicine  Traineeships,  and  National  Insti¬ 
tutes  of  Health  and  National  Library  of 
Medicine  Training  Grants. 


A.  Description-  There  are  4  NLM  regulations  undergoing  revision.  The  regula-  Kenneth  Carney,  Acting 

tions  at  42  CFR  Part  4  relate  to  the  access  of  facilities  and  library  coltec-  Executive  Officer,  National 

tions.  Those  at  42  CFR  Part  59a  deal  with  the  NLM  extramural  programs.  Library  of  Medicine,  Bethesda, 

These  rules  provide  guidance  for  applying  for  grants  for  establishing,  ex-  Md.  20209,  (301)  496-6491. 
pending  and  improving  basic  library  resources  and  for  establishing  Regional 

Medical  Libraries.  The  regulations  at  42  CFR  Part  63  deal  with  both  NIH  and 
NLM  traineeships.  The  regulatiorrs  at  42  CFR  Part  64  govern  the  training 
grants  of  NIH  and  NLM. 

B.  Why  Significant  These  proposed  amendments  will  bring  up  to  date  the 
NLM  regulations  by  (1)  improving  readability  by  the  use  of  the  HEW  Oper¬ 
ation  Common  Sense  principles,  and  (2)  allowing  for  inclusion  of  updated 
nondiscrimination  language.  In  addition,  the  regulation  at  42  CFR  Part  59a 
will  be  revised  to  rerrrove  the  requiremerrt  of  providing  photocopies  of  bio¬ 
medical  materials  without  charge  to  users. 


Notice  of  Proposed  Rulemaking 
October-December  1980. 
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Title  Summary  Contact  Decision  quarter 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  revisions  are  necessary  to  comply  with  the  Department's  pro¬ 

grams  of  recodilication  arxl  “Operation  Common  Sense." 

E.  Legal  Basis:  42  USC  216,  42  USC  276  and  42  USC  280b-2. 

F.  Chronology:  Notice  of  Decision  to  Regulate  published  November  21.  1979 
(44  FR  66652) 

PHS-3— Inventions  Resulting  from  Research  A.  Description:  This  proposal  will  revise  the  Department’s  regulations  at  45  Lowell  D.  Peart,  NIH  Regulations 
Grants.  Fellowship  Awards,  and  Contracts  CFR  Part  8.5  so  that  they  clearly  spell  out  the  Department’s  reporting  re-  Officer.  Division  of 

for  Research— Clarification  of  Reporting  quirements.  rather  than  simply  stating  the  requirements  will  be  at  the  discre-  Management  Policy.  National 

Requirements.  tion  of  the  Assistant  Secretary  for  Health.  Institutes  of  Health,  Bethesda. 

B.  Why  Significant  In  its  present  form,  the  regulations  are  entirely  adequate  to  Md.  20205,  (301)  496-4606. 
provide  the  Assistant  Secretary  for  H^th  with  the  authority  to  require  or 
forgive  the  filing  of  invention  reports.  Tm  problem  with  the  regulation  is  that 
it  is  unnecessarily  vague  on  the  basis  of  experience  and  is  not,  therefore,  in 
the  public’s  interest.  The  regulations  could  6e  improved  by  merely  stating 
what  is  or  is  not  required. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  In  1975,  the  Assistant  Secretary  for  Health  decided  to  delete  the  re¬ 
porting  requirements  from  aH  fellowships  and  training  awards  not  primarily 
awarded  to  conduct  research.  Changes  in  various  internal  policy  documents 
were  made  to  reflect  this  decision.  Despite  these  changes,  it  is  clear  from 
the  level  of  inquiries  that  confusion  remains  in  the  minds  of  grantees  over 
what  has  to  be  repc((ted.  This  proposed  revision  will  clearly  state  what  is  or 
is  not  required  and  eliminate  further  confusion. 

E.  Legal  Basis:  22  FR  9695,  Dec.  4,  1957,  as  amended  at  31  FR  12642,  Oct. 

1, 1966. 

F.  Chronology:  Notice  of  Decision  to  Regulate  published  January  7,  1980  (45 
FR  2353) 

PHS-5— Protection  of  Human  Research  Sub-  A.  Description:  These  revised  regulations  will  govern  the  IRB  mechanism.  The  F.  William  Dommel,  Jr.,  J.D..  Final  Regs.  October-December 
jects— Institutional  Review  Boards.  purpose  of  IRBs  is  to  assure  that  biomedical  and  behavioral  research,  con-  Assist.  [}ir.  for  Regs.,  Office  1980. 

ducted  or  supported  by  HEW,  meets  the  requirements  concerning  informed  for  Protection  from  Research 
consent  by  persons  involved  as  subjects  in  research.  The  revision  is  based  Risks.  National  Institutes  of 
*  on  recommendation  of  the  National  Commission  for  the  Protection  of  Health.  Bethesda.  Md.  20205, 

Human  Subjects  of  Biomedical  and  Behavioral  Research.  (301)496-7163. 

B.  Why  Significant  These  regulations  are  significant  in  that  review  of  proposed 
research  by  IRBs  is  the  pnmary  mechanism  for  assuring  that  the  rights  of 
human  subjects  are  protected. 

C.  Regulatory  Analysis:  Not  required;  however,  urKfer  consideration. 

D.  Need:  The  National  Research  Act  created  the  Nat’l.  Comm.  One  of  the 
topics  of  study  identified  in  the  mandate  to  the  Commission  was  “Institution¬ 
al  Review  Boards".  The  Commission  was  required  to  make  recommenda¬ 
tions  to  the  Secretary,  regarding  IRB  mechanisms  and  appropriate  enforce¬ 
ment  mechanisms  for  carrying  out  decisions.  The  Commission’s  report  was 
published  in  the  Federal  Register  and  public  comments  were  received. 

After  reviewing  the  recommendations  and  comments,  the  Secretary  decided 
to  issue  regulations  on  this  subject 

E.  Legal  Basis:  5  U.S.C.  3pi. 

F.  Chronology:  Recommendations  of  the  Commission  regarding  IRBs  pub¬ 
lished  Nov.  30,  1978  (43  FR  56174).  Comment  period  ended  Jan.  29,  1979. 

NPRM  published  August  14,  1979  (44  FR  476M).  Comment  period  ended 
Nov.  12. 1979. 

PHS-6— Protection  of  Human  Subjects:  Reg-  A.  Description:  These  regulations  will  provide  additional  protections  for  chil-  F.  William  Dommel,  Jr.,  J.D.,  Final  Regs.  October-December 
ulations  on  Research  Involving  (Children.  dren  who  are  research  subjects  of  DHEW  conducted  or  supported  research.  Assist  Dir.  for  Regs.,  Office  1980. 

B.  Why  Significant:  These  regulations  define  the  circumstances  under  which  for  Protection  from  Research 

such  research  can  be  conducted  or  supported,  describe  procedures  for  the  Risks.  National  Institutes  of 
review  and  approval  of  the  research,  and  identify  the  requirements  for  in-  Health,  Bethesda.  Md.  20205, 
formed  consent  to  participate  in  research  by  and  for  such  subjects.  (301)  496-7163. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  National  Research  Act  requires  the  Secretary  to  publish  all  rec¬ 
ommendations  of  the  National  Comrnission  for  the  Protection  of  Human 
Subjects  of  Biomedical  and  Behavioral  Research  in  the  Federal  Register, 
to  solicit  public  comment  to  consider  the  recommendations  and  relevant 
comments  and  to  take  appropriate  administrative  action  with  respect  to  the 
recommendations.  After  reviewing  the  recommendations  and  comments,  the 
Secretary  decided  to  issue  regulations  on  this  subject 

E.  Legal  Basis:  5  U.S.C.  301 . 

F.  Otronology:  Recommendations  of  the  Commission  regarding  children  pub¬ 
lished  Jan.  13, 1978  (43  FR  2084).  Comment  period  ended  March  14, 1978. 

-  NPRM  published  July  21,  1978  (43  FR  31786).  Comment  period  originally 

ended  Sept.  19, 1978,  but  was  extended  by  the  NPRM  on  IRBs  to  Nov.  12, 

1979. 

PHS-7— Protection  of  Human  Subjects:  Reg-  A.  Description:  These  regulations  will  provide  additional  protections  for  those  F.  William  Dommel,  Jr.,  J.D.,  Final  Regs.  October-December 
ulations  on  Research  Involving  Those  Insti-  institutionalized  as  mentally  disabled  persons  who  participate  as  subjects  in  Assist  Dir.  for  Regs.,  Office  1980. 

tutionalized  as  Mentally  Disabled.  DHEW  conducted  or  supported  research.  for  Protection  from  Research 

B.  Why  Significant  These  regulations  would  implement  the  recommendations  Risks,  National  Institutes  of 
of  the  National  Commission  for  the  Protection  of  Human  Subjects  of  Biome-  Health,  Bethesda,  Md.  20205, 
dical  and  Behavioral  Research  by  defining  the  circumstances  under  which  (301)  496-7163. 

research  projects  involving  the  institutionalized  mentally  disabled  can  be 
corxtucted  or  supported.  The  implementing  regulations  would  also  spell  out 
requirements  for  consent  or,  in  the  absence  of  competence,  assent  of  the 
institutionalized  mentally  disabled.  The  regulations  would  also  require  kv 
creasing  evkJerrce  of  b^fit  to  the  subjects  as  the  risks  of  the  research  es¬ 
calated. 

C.  Regulatory  Analysis:  Not  required. 


Notice  of  Proposed  Rulemaking 
July-September  1980. 
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Title 


Summary 


Contact 


Decision  quarter 


0.  Need:  The  National  Research  Act,  requires  the  Secretary  to  publish  all  rec¬ 
ommendations  of  the  National  Commission  for  the  Protection  of  Human 
Subjects  of  Biomedical  and  Behavioral  Research  in  the  Federal  Register, 
to  ^icit  public  comment,  to  consider  the  recommendations  and  relevant 
comments  and  to  take  appropriate  action  arith  respect  to  the  recommenda¬ 
tions  and  comments.  The  Secretary  decided  to  issue  regulations  on  this 
subject. 

E.  Legal  Basis:  5  U.S.C.  301. 

F.  Chronology:  Recommendations  of  the  Commission  regarding  Those  Institu¬ 
tionalized  as  Mentally  Disabled  published  March  17,  1978  (43  FR  11328). 
Comment  period  end^  May  16, 1978.  Notice  of  decision  to  develop  regula¬ 
tions  published  April  24, 1978  (43  FR  17375).  Notice  of  Proposed  Rulemak¬ 
ing  published  Nov.  17,  1978  (43  FR  53950).  Comment  period  originally 
ended  Jan.  16,  1979,  but  was  extended  by  the  NPRM  on  IRBs  to  Nov.  12, 
1979. 


PHS-9— Standards  for  Clinical  Laboratory  A.  Description:  Unifies  and  integrates  Departmental  personnel  standards  af- 
Personnel— Requirements  for  Certification.  fecting  clinical  laboratories  so  that  they  may  be  more  uniformly  applied  to  all 

clinical  laboratories  under  the  aegis  of  the  Department.  The  proposed  revi¬ 
sion  also  will  update  personnel  qualification  requirements. 

B.  Why  significant  Existing  (Department  personnel  standards  for  clinical  labo¬ 
ratories  apply  to  about  950  taboratories  licensed  under  the  Clinical  Labora¬ 
tories  Improvement  Act  of  1967  and  to  about  3400  Medicare  certified  inde¬ 
pendent  laboratories.  The  proposed  regulations  would  also  apply  to  about 
6700  Medicare  certified  ho^al  laboratories. 

C.  Regulatory  Artafysis:  Not  required. 

D.  Need:  Implementation  of  the  proposed  regulations  would  provide  for  urti- 
form  application  of  one  set  of  personnel  standards  to  alt  clinical  laboratories 

_  licensed  or  Medicare  certified  by  the  Department 

E.  Legal  Basis:  For  laboratories  licensed  under  the  Clinical  Laboratories  Im¬ 
provement  Act  of  1967,  see  Section  353  of  the  Public  Health  Service  Act 
42  U.S.C.  263a.  For  laboratories  certified  under  the  Medicare  program,  see 
Section  1861(s)(3),  (10),  and  (11)  of  the  Social  Security  A^  42  U.S.C. 
1395x(s)  (3),  (10),  and  (11). 

F.  Chronol^:  NPRM  published  on  (Dctober  12,  1979  (44  FR  58923).  Com¬ 
ment  period  ended  November  26,  1979.  Reopened  comment  period  (45  FR 
2353)  January  11,  1980.  (Comment  perkx^  ended  February  11,  1960.  Notice 
of  public  meeting  on  June  9-11,  1960  published  on  April  18,  1980  (45  FR 
26387). 


Dr.  Louis  C.  LaMotte,  Director, 
Licensure  and  Proficiency 
Testing  Division,  Bureau  of 
Laboratories,  Center  for 
Disease  Control,  1600  Clifton 
Road,  NE,  Atlanta,  Georgia 
30333.  Phone:  (404)  329- 
3824,  FTS:  236-3824. 


Final  Rule— July-September. 
1980. 


PHS-10— Health  Incentive  Grants  for  Com-  A.  Description:  Establishes  requirements  for  health  Incentive  grants  to  States 
prehensive  Public  Health  Services.  to  assist  them  in  providing  comprehensive  public  health  services.  Will  pro¬ 

vide  a  method  for  the  equitable  distribution  of  funds  amortg  State  and  local 
public  health  entities  within  the  State  and  define  program  accountability 
measures. 

B.  Why  significant:  State  and  local  health  agencies  have  the  primary  responsi¬ 
bility  for  a  broad  area  of  public  health:  health  protection  and  health  mainte¬ 
nance  directed  at  populations,  and  personal  health  services  directed  at  dis¬ 
advantaged  persons  and  those  at  special  risk.  This  program  makes  grants 
to  provide  a  Federal  sharing  in  the  costs  of  those  vital  services,  in  a  manner 
designed  to  encourage  State  and  local  health  entities  to  increase  their  own 
investments. 

C.  Regulatory  Artafysis:  Not  required. 

D.  Neert  To  implement  Section  314(d)  of  the  Public  Health  Service  Act,  as 
amended  by  the  Health  Services  and  Centers  Amendments  of  1978. 

E.  Legal  Basis:  42  U.S.C.  246d. 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  on  May  1, 
1979  (44  FR  25476).  Development  of  NPRM  in  abeyance  pending  legislative 
action. 


Mr.  (Dennis  D.  Tolsma,  Office  of 
the  Center  Director,  Center  tor 
Disease  Control,  16(X)  Clifton 
Road,  NE,  Atlanta,  Georgia 
30333.  Phone:  (404)  329- 
3243,  FTS:  236-3243. 


NPRM.  To  be  determined. 


PHS-1 2— Grants  for  Preventive  Health  Serv¬ 
ices  (42  CFR  Part  51b):  Subpart  F— Grants 
for  Research,  Demonstrations,  and  Public 
Information  and  Education  for  the  Preven¬ 
tion  and  Control  of  Venereal  Diseases. 


A.  Description:  Established  requirements  for  research,  demonstrations  and 
public  information  and  education  grants  tor  the  prevention  and  control  of  ve¬ 
nereal  disease  and  implements  an  amendment  to  Section  318  of  the  Public 
Health  Service  Act  that  at  least  5  percent  of  grant  funds  appropriated  under 
Section  318  for  the  prevention  and  control  of  venereal  diseases  be  expend¬ 
ed  for  this  program. 

B.  Why  significant  Provides  regulatory  base  to  expand  capability  to  refine  ve¬ 
nereal  disease  prevention  and  control  techrxrlogy. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  To  implement  changes  made  to  Section  318(b)  of  the  Public  >lealth 
Service  Act  by  the  Health  Services  and  Centers  Amendments  of  1978. 

E.  Lega!  Basis:  ection  318  of  the  Public  Health  Service  Act  (42  U.S.C.  247c), 
as  amended  by  the  Health  Services  and  Centers  Amendments  of  1978. 

F.  Chronology:  Notice  of  Decision  to  (Develop  Regulations  published  April  13, 
1979  (44  FR  22133).  Comment  period  will  end  45  days  after  publication  of 
NPRM. 


Dr.  Paul  J.  Wiesner,  (Director, 
Venereal  (Disease  Control  . 
(Division,  Bureau  of  State 
Services,  Center  for  Disease 
Control,  Atlanta,  Georgia 
30333,  Phone.  (404)  329- 
3343,  FTS:  236-3343. 


NPRM— July-September  1980. 


PHS-1 3— Grants  lor  Preventive  Health  Serv¬ 
ices  (42  CFR  Part  51b):  Subpart  H— 
Grants  for  Detection,  Treatment  arxl  Pre¬ 
vention  of  Lead-Based  Paint  Poisioning. 


A.  Description:  Governs  the  award  of  grants  for  lead-based  paint  poisoning 
prevention  programs. 

B.  Why  significant  Reflects  the  transfer  of  statutory  authority  for  the  program 
and  revisions  in  the  law  pertaining  to  advisory  committee*  and  the  use  of 
local  resources. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  The  revised  regulation  is  necessary  to  reflect  both  the  transfer  of  the 
authority  for  this  program  from  the  Lead-Based  Paint  Poisioning  Prevention 
Act  to  Action  316  of  the  Public  Health  Service  Act  and  the  amendments  to 
the  authority. 

E.  Legal  Basis:  Section  316  of  the  Public  Health  Service  Act  (42  U.S.C.  247a), 
as  amended  by  the  Health  Services  and  Centers  Amendments  of  1978. 

F.  Chronology:  ^dce  of  Decision  to  Develop  Regulations  published  Septem¬ 

ber  27,  1979 144  FR  5S602).  Comment  period  will  end  45  days  after  publi¬ 
cation  of  NPRM.  • 


Dr.  Vernon  N.  Houk,  Director,  NPRM— July-September  1980. 

Environmental  Health  Services 
(Division,  Bureau  of  State 
Services,  Center  for  Disease 
Control,  1600  Cfifton  Road, 

NE,  Atlanta,  Georgia  30333, 

Phone:  (404)  262-6645,  FTS: 

236-6645. 


40368 


Federal  Register  /  Vol.  45,  No.  116  /  Friday.  June  13, 1980  /  Proposed  Rules 


Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List— Continued 

Title 

Summary  Contact 
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M— Interstate  Shipment  of  Etiologic  A.  Description:  Provides  packaging  and  shipping  requirements  for  interstate 
Agents:  Packaging,  LabeKng,  and  Shipping  shipment  of  etiologic  agents,  and  a  system  for  receiving  and  responding  to 
Requirements.  notifications  of  evidence  or  reports  of  damage  or  leakage  to  shipments  of 

regulated  materials  during  transit. 

B.  Why  significant  Prescribes  procedures  for  minimum  packaging  of  materials 
containing  etiologic  agents  which  are  transported  in  interstate  traffic  for  di¬ 
agnostic.  therapeutic,  research,  and  production  purposes  in  accordance  with 
individual  and  national  health  needs  and  interests. 

C.  Regulatofy  analysis:  Not  required. 

0.  Need:  To  update  the  list  of  infectious  agents  any  new  viruses  which  have 
been  recognized  or  which  are  appropriate  to  add,  and  to  simplify  and/or 
clarify  the  description  of  the  materials  to  which  the  packaging,  labeling,  and 
shipping  requirements  are  applicable. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 

1979  (44  FR  37963).  NPRM  published  November  21,  1979  (44  FR  66853). 

Comment  period  ended  January  21, 1980. 

A.  Desorption:  Provides  procedures  on  preventing  the  introduction,  transmis-  Mr.  Joseph  F.  Giordano,  NPRM— J.uly-September  1980. 

Sion,  or  spread  of  communicable  diseases  from  foreign  countries  into  the  Director,  Quarantine  Division, 

United  States.  Bureau  of  Epidemiology, 

B.  Why  significant  The  procedures  affected  all  international  traffic  arriving  in  Center  for  Disease  Control. 

*  the  U.S.  by  ship,  aircraft  or  land  conveyances.  1600  Clifton  Road,  NE. 

C.  Regulatory  Analysis:  Not  required.  Atlanta,  Georgia  30333, 

D.  Need:  To  update  the  regulations  in  accordance  with  current  concepts  of  Phone;  (404)  329-3674,  FTS: 

disease  surveiliance,  investigation,  and  control.  236-3674. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264) 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 

1979  (44  FR  37963).  Comment  period  will  end  60  days  after  publication  of 
the  NPRM. 


PHS-  f 5— Foreign  Quarantine  Regulations; 
Requver'rents  and  Inspections. 


Dr.  John  H.  Richardson,  Final  Rule— July-September 

Director,  Office  of  Biosafety.  1960. 

Center  for  Disease  Control, 

1600  Clifton  Road.  NE, 

Atlanta,  Georgia  30333 
Phone;  (404)  329-3885,  FTS; 

236-3885. 


PHS-1 7— Medical  Examination  of  Allens . 


A.  Desorption:  Provides  for  the  physical  and  mental  examination  of  aliens  Mr.  Joseph  F.  Giordano, 


vnthin  the  United  States  or  in  other  countries  as  required  by  the  Immigration 
laws. 

B.  Why  significant  The  regulations  provide  the  basis  for  the  physical  and 
mental  examination  of  aliens  to  determine  whether  the  aliens  are  afflicted 
with  any  of  the  excludable  conditions  as  stated  in  the  Immigration  and  Na¬ 
tionality  Act 

C.  Rigutatory  Analysis-  Not  required. 

D.  Need:  To  implement  chan^  in  accordance  with  current  .epidemiological 
concepts  and  medical  diagnostic  standards. 

E.  Legal  Bass:  Section  325  of  the  Public  Health  Service  Act  (42  U.S.C.  264) 
and  Section  212(a)  of  the  Immigration  and  Nationality  Act  (8  U.S.C.  1182). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 
1979  (44  FR  37962).  Comment  period  will  end  60  days  after  publication  of 
NPRM. 


Director,  Quarantine  Division, 
Bureau  of  Epidemiology, 
Center  for  Disease  Control, 
1600  Clifton  Road,  NE, 
Atlanta,  Georgia  30333. 
Phono;  (404)  329-3674,  FTS; 
236-3674. 


NPRM— July-Seplember  1980. 


PHS- 18— National  Institute  for  Occupational  A.  Desorption:  This  rule  amends  existing  provisions  of  42  CFR  Parts  85  and 
Safety  and  Health  Investigative  Proce-  85a  to  include  current  procedures  for  NIOSH  health  hazard  evaluations  and 
dures;  Mining  Amendments.  field  research  investigations  in  the  mining  industry. 

B.  Why  significant  Wili  enable  NIOSH  to  develop  data  for  improved  health 
standards  to  reduce  health  risks  to  miners. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  impelement  NIOSH's  expanded  research  authorities  under  the 
Federal  Mine  Safety  and  Health  Act  of  1977. 

E.  Legal  Basis:  30  U.S.C.  601  el  seq. 

F.  Chronology:  NPRM  published  on  December  S,  1978  (43  FR  56918).  Com¬ 
ment  period  ended  January  4, 1979. 


Dr.  James  Merchant.  (Jirector, 
Division  of  Respiratory 
Diseases  Studies,  National 
Institute  for  Occupational 
Safety  and  Health.  CDC,  944 
Chestnut  Ridge  Road, 
Morgantown,  West  Virginia 
26505.  Phone;  (304)  599- 
7474,  FTS;  923-7474. 


Final  Rule— October-December 
1979. 


PHS-1 9— Subpart  A— Requirements  for  a  A.  Description:  This  regulation  defines  the  health  benefits,  providers  of  health  Howard  R.  Veit,  Director,  Office 
Health  Maintenance  Organization.  services,  method  of  payment,  organization  and  operation,  and  special  re-  of  Health  Maintenance, 

quirements  concerning  Titles  XVIII  and  XIX  members.  ^  Organizations,  Park  Building, 

B.  Why  Significant  These  regulations  establish  requirements  for'  basic  and  12420  Parklawn  Drive, 
supplemental  health  services  which  an  HMO  must  provide  its  members  for  a  Rockville,  Maryland  20857, 
fixed,  prepaid  fee.  These  regulations  impact  on  98  federally  qualified  HMOs  301/443-4106. 

which  have  a  membership  of  5.1  million  persons,  as  of  September  1979. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  HMO  Amendments  of  1976  and  to  revise  certain 
provisions  of  the  regulations  to  reflect  the  operating  experience  of  the  pro¬ 
gram. 

E.  Legal  Basis:  Sec.  215,  68  Stab  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  (decision  to  Revise  Regulations.  44  FR  22133. 


—NPRM— 42  CFR  110.108(c)(1)  Full  and  Fair  Disclosure;  §  110.108(c)(2)  .  Final“ERISA“  Regulation" 

Broadly  representative  enrollment;  110.108(s)  Reporting  and  disclosure  October-December  1980. 

under  the  Employee  Retirement  Income  Security  Act  of  1974  (“ERISA”). 

Comment  period;  6/22/79-8/21/79.  44  FR  36862-5. 


—NPRM— 42  CFR  Part  110.  Health  Maintenance  Organizations;  Relationships 
Between  Federally  Qualified  Health  Maintenance  Organizations  and  Other 
Parties.  Comment  period;  7/18/79-9/17/79.  44  FR  41838-41. 

—Interim  Regulations— 42  CFR  Part  110,  subparl  A.  Comment  period;  7/16/  .  Final  Regulations  July- 

79-9/17/79.  44  FR  42060-71.  September  1980. 

—Publication  of  this  PHS  regulation  is  being  coordinated  with  the  "ERISA"  re¬ 
quirements  of  the  Department  of  Labor's' regulations  for  the  Pension  and 
^nefits  Program. 

—Further  revisions  to  be  made  throu#)  an  NPRM.  .  NPRM  October-December  1980. 


PHS-20 — Subpart  B— Federal  Financial  As-  — A.  Desorption:  This  regulation  establishes  the  requirements  for  awarding 
sistance;  General.  grants,  loans,  and  loan  guarantees  to  public  and  private  entities  for  feasibil¬ 

ity  surveys,  planning  artd  initial  development  activities  and  initial  operating 
costs  of  HMOs. 

B.  Why  Significant:  Substantial  interest  has  been  shown  by  public  and  private 
entities  in  deveiopirtg  HMOs.  Approximately  305  organizations  have  received 
Federal  grant  and  loan  assistant  and  currently  81  organizations  are  active¬ 
ly  pursuing  HMO  development  with  grant  fun^.  In  addition,  these  regula¬ 
tions  impact  on  health  systems  agencies  and  State  health  plimning  and  de¬ 
velopment  agencies  in  their  evaluation  of  HMO  applications. 


Howard  R.  Veit,  Director,  Office 
of  Health  Maintenance 
Organizations,  Park  Building, 
12420  Parklawn  Drive, 
Rockville,  Maryland  20857, 
301/443-4106. 


Final  Regulation  July-September 
1980. 
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Title  Summary  Contact  Decision  quarter 

C.  Regulatory  Analysis:  Not  required 

0.  Need:  To  implement  the  Amendments  of  1978. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat  2131-2141  (42  U.S.C.  300e-300e-17)- 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

— NPRM— 42  CFR  Part  110,  subpart  B.  Comment  period;  3/17/78-5/16/78. 

43  FR  11472-6. 

—Final  regulations— 42  CFR  Part  110— subpart  B.  Comments  requested  on 
orte  proposed  provision:  7/18/79-9/17/79.  44  FR  42074-79. 

— Rrtal  rule  under  revision. 

PHS-24— Subpart  F— Oualification  of  Health  A.  Description:  This  regulation  establishes  the  requirements  for  determining  Howard  R.  Veit  Director,  Office  NPRM,  July-September  1980. 
Maintenance  Organizations.  whether  an  entity  is  a  (qualified  HMO.  of  Health  Maintenance 

B.  Why  Significant  This  regulation  describes  the  procedures  and  information  Organizations,  Park  Building, 
that  an  HMO  must  provide  in  making  application  to  become  federally  quail-  12420  Parklawn  Drive, 

fied.  Rockville,  Maryland  20857, 

C.  Regulatory  Amdysis:  Not  required.  301  /443-4 1 06. 

D.  Need:  To  update  program  changes  in  the  qualification  process  and  informa¬ 
tion  provided  the  public. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—Interim  Regulations— 42  CFR  Part  110,  subpart  F.  42  FR  29400-16.  (Under 
revision.) 

—Further  revisions  to  be  made  through  a  NPRM. 

PHS-25— Subpart  H— Employees’  Health  A.  Desorption:  This  regulation  establishes  the  requirements  for  certain  em-  Howard  R.  Veit.  Director,  Office  Final  Regulation,  July-September 
Benefits  Plans.  ployers  and  States  and  political  subdivisions  of  States  to  include  in  any  of  Health  Maintenance  1980. 

health  benefits  plans  offered  to  their  employees  the  option  of  membership  Organizations,  Park  Building, 
in  qualified  HMOs.  12420  Parklawn  Drive, 

B.  Why  Significant  This  regulation  describes  the  requirements  which  certain  Rockville,  Maryland  20857, 
employers  and  States  and  political  subdivisions  of  States  must  follow  in  of-  301/443-4106. 

fering  the  HMO  option  to  their  employees.  This  regulation  impects  on  all 
employers  with  25  or  more  employees  and  States  and  political  subdivisions 
of  States. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  atxf  to  revise  certain 
provisions  of  the  regulations  to  reflect  the  operating  experierrce  of  the  pro¬ 
gram. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—Final  regulation— 42  CFR  110.609  Payroll  Deductions.  Comment  period:  7/ 

18/79-9/17/79.  44  FR  42082. 

—NPRM— 42  CFR  Part  110,  subpart  H.  Comment  period:  7/18/79-9/17/79. 

44  FR  42083-91. 

PHS-26— Subpart  I— Continued  Regulation  A.  Desorption:  This  regulation  establishes  the  requirements  for  continued  Howard  R.  Veit,  Director,  Office  NPRM,  Januray-March  1981. 

Of  HMOs  and  Other  Entities.  compliance  of  federally  qualified  HMOs.  of  Health  Maintenance 

B.  Why  Significant  This  regulation  describes  the  enforcement  and  compliance  Organizations,  Park  Building, 

procedures  with  respect  to  HMOs  and  other  entities  which  fail  to  comply  12420  Parklawn  Drive, 

with  such  requirements.  Rockville,  Maryland  20357, 

C.  Regulatory  Analysis:  Not  required.  301/443-4106. 

D.  Need:  To  amend  the  enforcement  and  compliance  procedures  to  reflect  the 
operating  experience  of  the  program. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—Final  Regulations— 42  CFR  Part  110,  subpart  I.  Comment  period;  none.  43 
FR  32254-6. 

—Further  revisions  to  be  made  through  a  NPRM. 


PHS-27— Subpart  J— Reconsiderations  and  A.  Desorption:  This  regulation  would  have  established  requirements  for  inves-  Howard  R.  Veit,  Director,  Ofice  Notice  to  withdraw  NPRM.  July- 
Hearings  (NPRM).  tigaiing  and  determining  whether  HMOs  have  violated  the  HMO  Act  or  the  of  Health  Maintenance  September  1980. 

regulations.  In  addition,  it  would  have  established  procedures  for  requesting  Organizations,  Park  Building, 
reconsiderations  and  hearings  with  respect  to  denial  of  qualification  applica-  12420  Parklawn  Drive, 
tions.  Rockville,  Maryland  20857, 

B.  Why  Significant  This  regulation  described  the  requirements  lor  investigating  301/443-4106. 
and  determining  whether  HMOs  have  violated  the  HMO  Act  or  regulations 

and  procedures  to  follow  in  requesting  reconsiderations  and  hearings  in  the 
denial  of  qualification  applicants. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  grievance  and  appeals  procedures. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—NPRM— Comment  period:  9/17/76-11/1/76.  41  FR  40292-5. 

—Notice  to  withdraw  this  NPRM  was  submitted  for  official  clearance  on  4/28/ 

79.  Since  the  conditions  that  prompted  the  NPRM  to  be  issued  have 
changed,  there  is  no  need  for  this  rule  to  be  published. 


PHS-28 — New  Subpart  J — Loans  and  Loan  A.  Description:  This  regulation  establishes  the  requirements  for  qualified  Howard  R.  VeiL  Director,  Office  Final  Regulations  July- . 
Guarantees  for  Acquisition  and  Construe-  HMOs  to  obtain  loans  and  loan  guarantees  to  acquire  or  construct  ambula-  of  Health  Maintenance  September  t980. 

tion  of  Ambulatory  Health  Care  Facilities.  tory  health  care  facilities  and  acquire  equipment  for  those  faciiities.  Organizations,  Park  Building, 

B.  Why  Spnificant  This  regulation  allows  the  Secretary  to  make  and  guaran-  12420  Parklawn  Drive, 

lee  loans  to  qualified  HMOs.  Rockville,  Maryland  20857, 

C.  Regulatory  Analysis:  HoX  rer^wed.  301/443-4106. 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  concerning  the  author¬ 
ity  to  provide  loan  assistance  to  eligible  HMOs. 

E.  Legal  Basis:  Sec.  215,  56  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 
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F.  Chronology:  Interim  Final  Regulations  published  April  9,  1980  (45  FR 
24352).  Comment  period  ended  June  9, 1980. 

PHS-29— New  Subpart— Grants  and  Cooper-  A.  Description:  Ttys  regulation  establishes  the  requirements  for  the  award  o(  Howard  R.  Veit  Director,  Office  NPRM  October-December  1980. 
ative  Agreement  for  Training  and  Technical  grants  and  cooperative  agreements  for  management  and  technical  assist-  of  Health  Maintenance 
Assistance.  ance.  Organizations,  Parir  Building, 

B.  Why  Significant  This  regulation  allows  the  Secretary  to  make  grant  funds  12420  Parklawn  Drive, 
available  to  support  the  training  of  qualified  management  personnel.  RockvHle,  Marytand  20857, 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  to  support  manage-  301/443-4106. 

ment  training  activities.  . 

E.  Legai  Basis:  Sec.  215,  58  StaL  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stab  2131-2141  (42  U.S.C.  300e-3003-17). 

F.  Omnr^ogy. 

— Oaft  NPRM  under  development 

PHS-30— Indian  Health  Care  Improvement  A  Desaiplion:  Amends  42  CFR  36,  Subpart  J— Indian  Health  Care  Improve-  Richard  J.  McCloskey,  Indian  NPRM  October-December  1980. 
Act  Programs.  ment  Act  Program  (Pub.  L  94-437)— to  reflect  conformance  with  the  De-  Health  Service,  Room  6A-20, 

pertinent's  new  regulations  on  grant  administration  which  should  result  in  5600  Fishers  Lane,  Rockville, 
greater  standardization  and  simplification  for  IHS  grant  administration  and  a  Maryland  20857,  (301)-443- 
greater  reliance  on  the  grantee’s  own  management  systems.  1116). 

B.  Why  Significant  The  regulations  win  conform  existing  IHS  grant  administra¬ 
tion  regulations  to  the  Department's  new  regulations  which  establishes  uni¬ 
form  requirements  for  the  administration  of  HHS  grants  and  principles  for 
determining  costs  applicable  to  activities  assisted  by  HHS  grants. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  IHS  has  been  directed  by  the  Department  to  revise  42  CFR  36,  Sub¬ 
part  J,  as  required  by  the  Uniform  Administrative  Requirements  for  Grants- 
in-Aid  to  State  and  Local  Governments,  Circular  No.  A-102,  Revised  (pub¬ 
lished  September  12, 1977,  42  FR  45828),  to  conform  to  the  Department's 
new  regulations  on  grant  administration  (45  CFR  Part  74). 

E.  Legal  Basis:  5  U.S.C.  301;  42  FR  45828;  25  U.S.C.  1601. 

F.  Chronology:  Changes  to  subpart  J  are  governed  by  Section  702(b)  of  Pub. 

L.  94-437.  That  section  requires  that  any  changes  be  published  in  the  Fed¬ 
eral  Register  with  at  least  a  60  day  comment  period  and  that  IHS  will 
consult  with  appropriate  national  or  regional  Indian  organizations  to  the 
extent  practicable. 

G.  Citation:  42  CFR  36,  Subpart  J. 

PHS-31— Persona  to  whom  services  will  be  A  Description:  The  regulation  will  amend  42  CFR  36.12  to  specify  eligibility  lor  Richard  J.  McCloskey,  Room  NPRM  July-September  1960. 
provided.  services  lor  dependent  members  of  an  eligible  Indians’  household  and  will  6A-20;  5600  Fishers  Lane, 

conect  the  Me^  sex-discrimination  ctause  so  that  the  eligibility  status  of  Rockville,  Maryland  20857; 
non-Indian  spouses  will  be  the  same  regardless  of  sex.  (301-443-1 1 16). 

B.  Why  significant  The  regulation  win  amend  basic  eligibility  criteria  and,  there¬ 
fore,  affect  delivery  of  IHS  services  to  the  Indian  population. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  amend  currrent  regulation  because  OGC  and  the  Justice  Depart¬ 
ment  have  advised  that  the  current  regulation  which  provides  eligibility  only 
for  non-Indian  wives  of  eligible  Indians  is  legally  indefensible  being  an  illegal 
discrimination  based  on  sex  and  OGC  has  also  advised  that  IHS  policy  of 
serving  deperxient  members  of  an  eligible  Indians’  household  both  Indian 
and  non-Indian  should  be  provided  for  in  regulation  rather  than  only  in  the 
IHS  manual. 

E  Legal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act). 

F.  Chrorxfiogy:  Intent  to  issue  a  NPRM  dealing  with  these  issues  was  pub¬ 
lished  in  the  preamble  to  the  final  regulations  for  Contract  Health  Senrices, 

42  CFR  36,  Subpart  C,  43  FR  34649,  August  4,  1978.  Notice  of  decision  to 
amend  regulations  was  published  on  April  13, 1979  (44  FR  22132). 

G.  Citation:  42  CFR  36.1E 

PHS-32 — Grants  for  Development  Construe-  A.  Description:  Amends  42  CFR  36.  Subpart  H — Grants  for  Development,  Cotv  Richard  J.  McCloskey,  Indian  NPRM  October-December  1980. 
lion,  and  Operations  of  Facilities  and  Sent-  struction,  and  Operations  of  Facilities  and  Senrices  (Pub.  L  93-638)— to  re-  Health  Service,  Room  6A-20,  > 

ioos.  fleet  conformance  with  the  Department’s  new  regulations  on  grant  adminis-  5600  Fishers  Lane,  Rockville, 

tration  which  should  result  in  greater  standardization  arxl  simplification  for  Maryland  20657,  (301-443- 
IHS  grant  administration  arxJ  a  greater  reliance  on  the  grantee’s  own  man-  1116). 
agement  systems. 

B.  Why  Significant  The  regulation  will  conform  existing  IHS  grant  administra¬ 
tion  regulations  to  the  Department’s  new  regulations  which  establishes  uni¬ 
form  requirements  for  the  administration  of  HHS  grants  and  prindplas  for 
determining  costs  applicable  to  activities  assisted  by  HHS  grants. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  IHS  has  been  directed  by  the  Department  to  revise  42  CFR  36  Sub¬ 
part  H,  as  required  by  the  Uniform  Administrative  Requirements  for  Grants- 

~  in-Aid  to  State  and  Local  Govemnwnts,  Circular  No.  A-102,  Revised  (pub¬ 

lished  September  12,  1977,  42  FR  45828),  to  conform  with  the  Depart¬ 
ment’s  new  regulations  on  grant  administration  (35  CFR  Part  74). 

E.  Legal  Basis:  5  U.S.C.  301;  42  FR  45828;  25  U.S.C.  450. 

F.  Chronology:  Changes  to  Subpart  H  are  governed  by  the  procedures  out- 
Nned  in  Section  107(c)  of  Pub.  L  93-638  which  require  any  changes  to  be 
submitted  to  the  committees  on  Interior  and  Insular  Affairs  of  the  respective 
Houses  of  Congress  and  be  published  in  the  Federal  Register  with  at 
least  a  60  day  comment  period.  IHS  is  also  to  consult  with  appropriate  na¬ 
tional  or  regional  Indian  organizations  to  the  extent  practicable.  In  addition 
to  the  legislative  requirements,  the  current  regulatkM),  itself  requires  that  IHS 
consult  with  the  tribM  arxl  that  the  final  rule  tx>t  go  into  effect  until  30  days 
after  publication  in  the  Federal  Register. 

G.  Citation:  42  CFR  36.  Subpart  H. 

PHS-33 — Medical  Care  for  Uniformed  Serv-  A  Description:  Provides  Conditions  under  which  beneficiaries  will  receive  Mr.  Walter  W.  Ward,  Procedural  NPRM  July-September  1980 
ices  personnel  of  the  Coast  Guard.  Public  medical,  dental,  and  surgical  care  at  Public  Health  Service  and  Non-Public  Implementation  Section,  Policy 

Health  Service,  and  National  Oceanic  and  Health  Service  facilities.  Coordination  Branch,  Bureau 

AtTTospheric  Administration  42  CFR  31.  B.  Why  significant  Explains  benefits  available  to  beneficiaries  and  the  rules  of  Medical  Services.  6525 

they  must  follow  to  secure  benefits.  Rules  may  serve  to  enhance  or  deny  Belcrest  Road.  West 
care  to  certain  beneficiaries.  Hyattsville,  Md.  20782,  (301) 

C.  Regulatory  Analysis:  Not  required.  436-6261 . 

D.  Need:  Regulations  are  needed  to  implement  Public  Health  Service  AcL  ad¬ 
ministrative  decisions. 


Federal  Register  /  Vol.  45,  No.  116  /  Friday,  June  13,  1980  /  Proposed  Rules 


40371 


Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List— Continued 


Title 


Summary 


Contact 


Decision  quarter 


E.  Legal  Basis:  Sec.  326  of  the  Public  Health  Service  Act  (42  U.S.C.  253) 

F.  Chronology:  None. 

PHS-34— Medical  Care  for  Seafarers  and  A.  Oescnptiort.' Provides  conditions  under  which  beneficiaries  will  receive  medi-  Mr.  Walter  W.  Ward,  Procedural  NPRM  July-September  1980. 


others  at  Public  Health  Service  facilities.  cal,  dental,  and  surgical  care  at  Public  Health  Service  and  Non-Public 

Health  Service  facilities. 

B.  Why  signincant:  Explains  benefits  available  to  beneficiaries  and  the  rules 
they  must  follow  to  secure  benefits.  Rules  may  serve  to  enhance  or  deny 
care  to  certain  beneficiaries. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  Public  Health  Service  Act,  ad-  '' 

ministrative  decisions. 

E.  Legal  Basis:  Sec.  322  of  the  Public  Health  Service  Act  (42  U.S.C.)  249). 

F.  Chronology:  Previous  (existing)  regulations  published  6/17/75. 

PHS-35— Public  Health  Senrice  Hospital  and  A.  Description:  Provides  how  the  Public  Health  Service  will  manage  facilities  Mr.  Walter  W.  Ward,  Procedural  NPRM  July-September  1980 
Clinic  Management,  42  CFR  35.  and  relate  to  patients  and  visitors;  and  generally  describe  how  health  care  Implementation  Section,  Policy 

should  be  provided. 

B. '  Why  significant:  Established  the  responsibilities,  standards,  and  authorities 
under  which  managers  operate  Public  Health  Service  facilities,  and  rules  of 
corxfuct  lor  patients  and  visitors. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  Public  Health  Service  Act,  ad¬ 
ministrative  decisions. 

E.  Legal  Basis:  Sec.  321  of  the  Public  Health  Service  Act  (42  U.S.C.  248). 

PHS-38 — Amendments  to  MCH  CC  Services  A.  Description:  This  regulation  will  implement  statutory  amendments  dealing  James  J.  Corrigan,  Director,  NPRM  July-September  1980. 


Implementation  Section,  Policy 
Coordination  Branch,  Bureau 
of  Medical  Services,  6562 
Belcrest  Road,  West 
Hyattsville,  Md.  20782,  (301) 
436-6261. 


Coordirtation  Branch,  Bureau 
of  Medical  Services,  6525 
Belcrest  Road,  West 
Hyattsville.  Md.  20782,  (301) 
436-6261. 


NPRM  JtHy-Seplember  1980. 


Programs.  with  reasonable  costs  and  will  make  clarifying  administrative  changes. 

B.  Why  Significant:  These  are  technical  amendments. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  To  improve  implementation  of  Title  V,  Social  Security  Act  based  on 
minor  statutory  changes  and  experience  in  administering  the  program. 

E.  Legal  Basis:  Sections  503  and  504,  Social  Security  Act.  as  amerxied. 

F.  Chronology:  Norte. 

PHAS-38— Grants  to  Plan,  Develop  and  Op-  A.  Descriptiorv  Regulations  will  implemertt  a  demonstration  program  for  provid- 
erate  Hospital-Affiliated  Primary  Care  Cert-  irtg  comprehensive  primary  health  care  services  to  medieaily  undersenred 
ters.  eommunitles  by  community  hospitals  through  reorganized  outpatient  re¬ 

sources. 

B.  Why  Signifioent:  Within  the  limits  of  a  demonstration  program,  the  impact 
will  be  on  rrtedioally  urtderserved  populations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implermnt  Section  328,  Public  Health  Service  Act. 

E.  Legal  Basis:  42  U.S.C.  254a-1. 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  was  published  4/ 

13/79. 

PH6-40 — Project  Grants  for  Commurtity  A.  Description:  Regulations  wiH  implement  statutory  provisions  requiring  that 
Health  and  Migrant  Health.  pharmaceutical  services  be  mandatory,  some  supplemental  services  be  de- 

•  fined  as  priority  services,  and  allowing  grantees  to  retain  half  of  earned 

income.  Migrant  high  impact  area  is  reduced  from  6,000  migrants  to  4,000. 

B.  Why  Significant:  These  regulations  have  impact  on  the  primary  care  delivery 
capacity  in  medically  underserved  areas. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  Sections  329  and  330  of  the  Public  Health  Senrice 
Act,  as  amended  by  Pub.  L.  95-626. 

.  E.  Legal  Basis:  42  U.S.C.  247  and  2S4c. 

F.  Chronology:  NOI  published  4/13/79. 

PHS-41— Demonstration  Healih  and  Nutrition  A.  Description:  These  regulations  will  implement  a  statute  for  multicounty  James  J.  Corrigan:  Director.  NPRM  October-Deoember  1980. 


Division  of  Policy 
Development  BCHS,  Rm.  6- 
40,  Paridawn  Building,  5600 
Fishers  Lane,  Rockville,  Md. 
20857,  (301)  443-1034. 


James  J.  Corrigan,  Director, 
Division  of  Polcy 
Development  BCHS,  Rm.  6- 
40.  Paridawn  Building,  5600 
Fishers  tane,  Rockville,  Md. 
20857,  (301)  443-1034 


James  J.  Corrigan;  Director, 
Division  of  Policy 
Development,  BCHS,  Rm.  6- 
40,  Parklawn  Building,  5600 
Fishers  tane,  Rockville,  Md. 
20857,  (301)  443-1034. 


NPRM  July-September  1980. 


Projects. 


health  and  demonstration  projects  in  economic  development  regions. 

B.  Why  Significant  These  projects  will  provide  health  and  nutrition  services 
and  contribute  to  regional  economic  d^elopment 

C.  Regulatory  Analysis:  Not  needed. 

D.  Need:  To  implement  Section  516  of  the  Regional  Development  Act  of 
1975. 

E.  Legal  Basis:  Section  516,  Regional  Development  Act  of  1975. 

F.  Chronology:  None. 


Division  of  Policy 
Development  BCHS,  Rm.  6- 
40,  Parklawn  Building,  5600 
Fishers  Lane,  Rockville,  Md. 
20657,  (301)  443-1034. 


Development  BCHS,  Rm.  6- 
40,  Paridawn  Building,  5600 
Fishers  Lane,  Rockville.  Md. 
20857,  (301)  443-1034. 


PHS-42— Project  Grants  to  States  for  Hyper-  A.  Description:  Regulations  will  implement  statutory  amendments  changing  for-  James  J.  Corrigan;  Director, 
tension  Services.  mula  grants  to  project  grants,  requiring  greater  accountability  and  more  ef-  Division  of  Policy 

fective  service  programs. 

B.  Why  Significant  State  hypertension  programs  previously  tuixted  under  for¬ 
mula  grants  will  now  be  funded  under  project  grants,  requinng  greater  ac¬ 
countability  for  Federal  funds. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  Section  317  of  the  Public  Health  Service  /Vet  as 
amended  by  Pub.  L.  95-626. 

E.  Legal  Basis:  42  U.S.C.  247b. 

F.  Chronology:  Notice  of  Intent  published  4/13/79.  /VnnouiKement  requesting 
grant  applications  published  ^127179. 

''HS-43 — Program  Grants  for  Black  Lung  A.  Desorption:  These  regulations  will  implement  a  statute  providing  project  James  J.  Corrigan,  Director, 
Clinics.  grants  lor  diagnostic  and  treatment  services  to  active  and  inactive  coal  Division  of  Policy 

miners  who  have  respiratory  impairments. 

B.  Why  Significant  Regulations  will  facilitate  rTwre  efficient  delivery  of  services 
to  a  population  in  need,  reflecting  lessons  learned  from  previous  implemen¬ 
tation  authority,  and  adopt  the  recommendations  of  the  1975  American  (.ung 
Association  task  force. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  provisions  of  Section  427(a)  of  the  Federal  Mine 
Safety  and  Health  Act  of  1977. 

E.  Legal  Basis:  30  U.S.C.  937(a). 

F.  Chronology:  Notice  of  decision  to  Develop  Regulations  published  6/13/79. 

NPRM  publised  February  12,  1980  (45  FR  9290).  Comment  period  dosed 

April  14s  1980. 


NPRM  July-September  1980. 


Final  Rule  July-Seplember  1960. 


(Development  BCHS,  Rm.  6- 
40,  Paridawn  Building,  5600 
Fishers  Lane,  Rockville,  Md. 
20857,  (301)  443-1034. 


40372 


Federal  Register,/  Vol.  45.  No.  116  /  Friday.  |une  13. 1980  /  Proposed  Rules 

V 

Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List— Continued 


Title 


Summary 


Contact 


Decision  quarter 


PHS-45— Grants  for  Community  Mental 
Health  Centers;  requirements  for  grants, 
application  lor  grants,  arKf  State  plans. 


Development  and  Analysis. 
Natkxtal  Institute  of  Mental 
Health,  Parklawn  Bldg..  Room 
17C-17,  Rockville.  Maryland 
20857,(301)443-3175. 


A.  Description:  This  rule  established  requirements  for  grants  and  applications  Undsley  Williams,  Acting 

for  grants  under  the  Community  Mental  Health  Centers  Act  (other  than  Part  Director.  Office  of  Program 
D  relating  to  Rape  Prevention  and  Control).  Also  included  are  requirements 
for  the  developnient,  submission,  and  approval  of  State  Plans. 

B.  Why  Significant:  The  regulations  provide  a  regulatory  basis  tor  the  adminis¬ 
tration  of  the  Community  Mental  Health  Centers  program  including  steps  an 
applicant  must  take  and  requirements  an  applicant  must  meet  when  filing  an 
application  and  operating  a  program.  In  addition,  the  regulations  provide  for 
the  preparation  artd  filing  of  State  plans  lor  comprehensive  mental  health 
services  and  the  review  and  approval  of  these  plans  by  the  Secretary,  a 
step  which  must  be  successfully  completed  by  each  State  before  awards 
may  be  made  to  any  applicant  in  that  State. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  These  regulations  are  required  to  implement  the  Community  Mental 
Health  Centers  Act  (except  Part  D).  as  amended.  Section  236  of  the  Com¬ 
munity  Mental  Health  Centers  Act  establishes  standards  for  regulations 
issued  by  the  Secretary  lor  implementing  the  Community  Mental  Health 
Centers  program. 

E.  Legal  Basis:  Community  Mental  Health  Centers  Act.  except  Part  D,  (42 
U.S.C.  268»-2689p,  2689r-2689aa)  as  amended  by  Title  III  of  Pub.  L  94-63 
(89  Stat  308-327.  329-333).  section  308  of  Pub  L.  95-83  (91  Slat.  395- 
396).  Title  I  Of  Pub.  L.  95-622  (92  Stat.  3412-3420),  and  section  8  of  Pub. 

L  96-32  (93  Stat.  65). 

F.  Chronology:  The  "Interim  Rule’'  was  published  June  30,  1976  (41  FR 
26906)  with  a  60-day  comment  period  The  "Proposed  Implementation"  was 
published  November  2,  1976  (41  FR  48282)  with  a  45-day  comment  period. 


Final  Rule,  July-September  1960. 


PHS-46— Grants  for  Drug  Abuse  Prevention,  A.  Description:  These  regulations  establish  requirements  for  receiving  and  ad-  Nancy  Soulen,  Legal  Assistant,  Final  Rule,  July-September  1980. 
TreatmenL 
ments  lor 
grants. 

wiin  orug  auuse  aixj  urug  aepenueiK;e.  oummig,  mw  nsii^is  i.aiKi, 

B.  Why  Significant:  To  receive  an  allotment,  a  State  must  submit  to  and  have  Rockville.  Maryland  20857, 
approved  by  the  Secretary  a  State  plan  or  modification  of  a  State  plan  (301 )  443-6482. 
which  meets  the  requirements  specified  in  the  statute  and  these  regulations. 

(Formula  grants  are  currently  being  awarded  urvler  National  Institute  on 
Drug  Abuse  guideiines  developed  in  1973  and  updated  annually.) 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  required  to  implement  section  409  of  the  Drug 
Abuse  Office  and  Treatment  Act  of  1972,  as  amended.  The  regulations  re¬ 
quired  by  section  409(c)(1)(B)(iii)  were  published  as  a  Final  Rule  on  June 
24.  1976  (41  FR  26012). 

E.  Legal  Basis:  Section  409  of  Pub.  L  92-255,  the  Drug  Abuse  Office  arxl 
Treatment  Act  of  1972,  as  amended  by  Pub.  L.  94-237  (90  Stat  245-247), 

Pub.  L  94-371  (90  Stat.  1040),  Pub.  L  95-83  (91  Stat.  397),  and  Pub.  L 
95-461  (92  Stat.  1266-1269)  (21  U.S.C.  1176). 

F.  Chronology:  Notice  of  Proposed  Rulemaking  was  published  August  28, 

1973  (38  FR  22966)  with  a  30-day  comment  period.  A  second  Notice  of 
Propo^  Rulemaking  was  published  January  14,  1977  (42  FR  2986)  with  a 
45-^y  comment  period. 


arrd  Rehabilitation;  require- 
State  participation  in  formula 


ministering  formula  grants  to  assist  States  in  designing,  establishing,  cotv 
ducting,  coordinahng,  and  evaluating  protects  for  the  development  of  more 
effective  training,  treatment  rehabilitation,  arx)  research  projects  to  deal 


Office  of  Director,  National 
Institute  on  Drug  Abuse, 
Room  10-14,  Parklawn 

CCnn  CIcKAr,,  I 


PHS-46 — Confidentiakty  of  Alcohol  and  Drug  A.  Descriplion:  These  regulations  apply  to  the  records  of  the  identity,  diagrto- 
Abuse  Patient  Records;  minimum  require-  sis,  progrK>sis,  or  treatment  of  alcohol  and  drug  abuse  patients.  Th^  require 
ments  tor  protecting.  that  records  be  kept  confidential  and  be  disclosed  only  (1)  with  the  written 

consent  of  the  patient  (2)  pursuant  to  an  authorizing  court  order  based 
upon  a  fifKling  of  good  cause,  or  (3)  without  either  a  written  consertt  or  an 
authorizing  court  order  in  the  following  limited  circumstances;  lor  a  medical 
emergerrcy,  lor  the  cotxfuct  of  sdentific  research,  an  audit  or  program  eval¬ 
uation. 

B.  Why  significant:  This  rule  applies  to  alcohol  and  drug  abuse  patient  records 
maintained  in  connection  with  any  alcohol  abuse  or  drug  abuse  program 
conducted,  regulated,  or  directly  or  irKfirectly  assisted  by  any  department  or 
agency  of  the  United  States.  It  implements  statutory  requirements  which  en¬ 
courage  alcohol  and  drug  abusers  to  seek  treatment  by  removing  the  fear 
that  attempts  to  enroll  in  treatment  programs  would  l^d  to  disclosure  to 
employers  artd  other  members  of  the  public  or  lead  to  police  harassment 
artd/or  arrest. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  These  regulations  are  required  by  section  333(g)  of  the  Compreherv 
sive  Alcohol  Abuse  and  alcoholism  Prevention.  TreatmenL  and  Rehabilita¬ 
tion  Act  of  1970,  as  amended,  and  by  section  408(g)  of  the  Drug  Abuse 
Office  and  Treatment  Act  of  1972,  as  amended.  Rewrite  of  these  regula¬ 
tions  will  lulfiH  the  Department's  commitment  to  make  regulations  clearer 
arxl  more  concise  and  will  take  into  consideration  the  Departments  experi¬ 
ence  with  the  regulation  over  the  past  four  years. 

E.  Legal  Basis:  Section  408  of  Pub.  L  92-255,  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  (21  U.S.C.  1 175)  as  amended  by  section  303  of  Pub. 
L.  93-262  (88  Stat.  13^;  and  section  333  of  Pub.  L  91-616,  the  Compre¬ 
hensive  Alcohol  Abuse  and  alcoholism  Prevention,  Treatment,  arKf  Rehabili¬ 
tation  Act  of  1970,  (42  U.S.C.  4582),  as  amended  by  section  122(a)  of  Pub. 
L.  93-282  (86  Stat.  131). 

F.  Chronology:  Final  Rule,  published  July  1,  1975  (40  FR  27802),  has  been 
reviewed  under  Operation  Common  Sense  arKf  a  decision  made  to  recodify. 
Notice  of  Decision  to  develop.  Regulations  pubNshed  January  2,  1980  (45 
FR  53)  with  a  60  day  comment  period. 


Judith  T.  Galloway,  Legal 
Assistant,  Alcohol.  Drug 
Abuse,  and  Mental  Health 
Administration,  Room  130-06, 
Parklawn  Building,  5600 
Fishers  Lane,  Rockville, 
Maryland  20857,  Telephone: 
(301)  443-3200.  ’ 


Regulations  proposal  revision, 
July-September  1980. 


PHS-49 — Designation  of  Health  Manpower  A.  Description:  To  establish  criteria  for  the  designation  of  geographic  areas. 
Shortage  Areas.  pupulation  groups,  medical  facilities,  arKf  other  public  facilities,  in  the  States, 

as  health  manpower  shortage  areas. 

B.  Why  significant:  Identifies  health  manpower  shortage  areas. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legia/ Airt/wr^  43  FR  1586. 

F.  Chronology:  Interim-final  was  published  January  10.  1976  (43  FR  1566). 
Comment  period  closed  Feb.  24. 1978. 


Richard  Lee,  Bureau  of  Health 
Professions,  HRA,  Center 
Building,  3700  East-West 
Highway,  Hyattsville,  Md. 
20782,  (301)  436-6764. 


Final  Rule  July-September  1960. 
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Center  Building,  3700  East- 
West  Highway,  Hyattsville,  Md. 
20762,  (301)  436-6560. 


PHS-50— Criteria  tor  Payment  of  Tuition  and  A.  Descrptkm:  To  establish  criteria  to  be  used  in  determining  allowable  irv  Donald  C.  Parks,  Bureau  of  Final  Rule  July-September  1960. 

Other  Educational  Costs.  creases  in  tuition  and  other  educational  costs  for  which  the  Secretary  is  re-  Health  Professions,  HRA, 

sponsible  under  the  national  Health  Service  Corps  Scholarshto  Program,  Center  Building,  3700  East- 

and  scholarships  for  first-year  students  of  exceptional  financial  need.  West  Highway,  Hyattsville,  Md. 

B.  Why  significant:  Promotes  the  adequate  supply  and  equitable  distribution  of  20762,  (301)  436-6560. 

*  health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  43  FR  55261. 

F.  Chronology:  NPRM  published  November  27, 1676  (43  FR  55261).  The  com¬ 
ment  period  closed  Jan.  26, 1979. 

PHS-51— Traineeships  for  Students  in  A.  Description:  To  govern  grants  to  schools  of  public  health  or  nonprofit  pri-  David  B.  Hoover,  Bureau  of  Final  Rule  July-September  1960. 


Health  Professions,  HRA. 
Center  Building,  3700  East- 
West  Highway.  Hyattsviiie,  Md. 
20762,  (301)  436-6636. 


Final  Rule  July-September  1980. 


Onter  Building,  3700  East- 
West  Highway,  Hyattsville.  Md. 
20782,  (301)  436-6836. 


Schools  of  Public  Health  and  Other  Gradu-  vate  educational  entities  to  support  traineeships  for  students  in  the  graduate  Health  Professions,  HRA, 

ate  Public  Health  Programs.  education  programs  of  these  entities  in  public  health.  Center  Building,  3700  East- 

B.  Why  Significant  Promotes  the  adequate  supply' and  equitable  distribution  of  West  Highway.  Hyattsviiie,  Md. 

health  manpower  throughout  the  United  States.  20782,  (301)  436-6838. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  Vi  FR  40862. 

F.  Chronology:  Interim-final  was  published  September  13, 1978  (43  FR  40862). 

The  comment  period  closed  November  13, 1978. 

PHS-52— Traineeship  Grants  for  Health  Ad-  A.  Description:  To  govern  grants  to  Public  or  nonprofit  private  educational  enti-  David  B.  Hoover.  Bureau  of  Final  Rule  July-September  1980. 

ministration.  Hospital  Administration  or  ties  (excluding  schools  of  public  health)  to  support  traineeships  in  graduate  Health  Professions,  HRA, 

Health  Policy  Analysis  and  Planning  at  educational  programs  of  such  entities  in  health  administration,  hospital  ad-  Onter  Building,  3700  East- 

Public  or  Nonprofit  Privs(te  Educational  In-  ministration,  or  health  policy  analysis  and  planning.  West  Highway,  Hyattsville.  Md. 

stitutions  other  than  Schools  of  Public  B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  dtetribution  of  20782,  (301)  436-6838. 

Health.  health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  43  FR  39384. 

F.  Chronology:  Interim-final  was  published  September  5,  1978  (43  FR  39384). 

The  comment  period  closed  Nwember  6, 1978. 

PHS-S3— National  Health  Services  Corps  A.  Desorption:  The  regs  are  applicable  to  the  award  of  scholarships  under  the  Alice  Swift,  Bureau  of  Health  Final  Rule  AprM-June  1960. 
Scholarships.  National  Health  Senrice  Corps  Scholarships  program  to  students  receiving  Professions,  HRA,  Center 

academic  training  in  medicine,  osteopathy,  dentistry,  and  other  health  pro-  BuHdlng.  3700  East-West  ^ 

fessions  in  order  to  assure  an  adequate  supply  of  trained  health  profession-  Highway,  Hyattsviiie,  Md. 
als  to  improve  the  delivery  of  health  services  in  health  manpower  shortage  20782,  (301)  436-6788. 
areas. 

B.  Why  Significant  Promotes  the  adequate  supply  arid  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  Department  has  decided  that  regs.  are  needed  to  implement  the 
Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  43713. 

F.  Chronology:  Interim-final  was  published  September  27, 1978  (43  FR  43713). 

The  comment  period  closed  November  27, 1978. 

PHS-54 — Scholarships  for  First-Year  Stu-  A.  Description:  To  govern  grants  to  health  professions  schools  to  provide  Alice  Swift,  Bureau  of  Health  Final  Rule  July-September  1980. 


Final  Rule  AprM-June  1960. 


BuHdlng,  3700  East-West 
Highway,  Hyattsville,  Md. 
20782,  (301)  436-6788. 


Professions,  HRA,  Center 
Building,  3700  East-West 
Highway,  Hyattsville,  Md. 
20782,  (301)  436-6788. 


NPRM  July-September  1980. 


dents  of  Exceptional  Financial  Need.  scholarships  for  full-time  first-year  students  of  exceptional  need.  Professions,  HRA,  Center 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of  Building,  3700  East-West 

health  manpower  throughout  the  United  States.  Highway,  Hyattsville,  Md. 

C.  Regulatory  Analysis:  Uo\  repumed.  20782,(301)436-6788. 

D.  Need:  The  Department  has  decided  that  regs.  are  needed  to  implement  the 
Public  Health  Service  Act 

E.  Legal  Authority.  43  FR  37199. 

F.  Chronology:  Intenm-final  was  published  August  22,  1978  (43  FR  37199). 

The  comment  period  closed  October  22, 1978. 

PHS-55— Health  Professions  Capitation  A.  Description:  To  govern  grants  to  schools  of  medicine,  osteopathy,  dentistry,  John  Westcott  Bureau  of  Health  Final  Rule  July-September  1980. 

Grants.  public  health,  veterinary  medicine,  optometry,  pharmacy,  and  podiatry  for  Professions,  HRA,  Center 

the  support  of  the  education  programs  of  those  schools.  Building,  3700  East-West 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of  Highway,  Hyattsville,  Md. 

health  manpower  throughout  the  United  States.  20782,  (301)  436-6564. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  44  FR  24869. 

F.  Chronology:  NPRM  was  published  April  27, 1979  (44  FR  24889).  The  com¬ 
ment  period  closed  June  26, 1979. 

PHS-S6— Project  Grants  for  Establishment  of  A.  Desorption:  To  govern  grants  to  schools  at  medicine  and  osteopathy  to  Kenneth  MorHsugu,  Bureau  of  NPRM  July-September  1980. 
Departments  of  Family  Medicine.  meet  the  projects  to  establish  and  maintain  academic  administrative  units  to  Health  Professions.  HRA, 

provide  clinic^  instruction  in  family  medicine.  (tonter  Building,  3700  East- 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of  West  Highway,  Hyattsviiie,  Md. 

health  manpower  throughout  the  United  States.  20782,  (301)  436-6418. 

C.  Regulatory  Analysis-  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  42  U.S.C.  295g 

F.  Chronology:  None. 

PHS-67— Area  Health  Education  Centers .  A.  Description:  To  govern  programs  to  improve  the  distribution,  supply,  quality,  Kenneth  MorHsugu,  Bureau  of  Final  Rule  July-September  1980. 

utilization,  and  efficiency  of  health  personnel  in  the  health  services  delivery  Health  Professions,  HRA, 

system  and  to  encourage  the  regionalization  of  educational  responsibilities  Center  BuHdirig,  3700  East- 

of  health  professions  schools.  West  Highway,  Hyattsville,  Md. 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of  20782,  (301)  436-6418. 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  impiement  the  Public  Health  Service  Act 

E.  Legal  Authority:  43  FR  55242. 

F.  Chronology:  InteruTt-final  published  November  27, 1978  (43  FR  55242).  The 
comment  period  closed  Jan.  26, 1979. 

PHS-58— Grants  for  Residency,  Training  in  A.  Description:  To  govern  grants  for  residency  programs  in  general  internal  Kenneth  Moritsugu,  Bureau  of  Final  Rule  July-Soptember  1980. 
General  Interrral  Medicine  or  General  Pedi-  medicine  or  general  pediatrics.  Health  Professions.  HRA, 

atrics.  B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of  Center  Building,  3700  East- 

health  manpower  throughout  the  United  States.  West  Highway,  Hyattsville,  Md. 

C.  Reguptory  Analysis:  Not  required.  20782,  (301)  436-6418. 


(tonter  Building,  3700  East- 
West  Highway,  Hyattsville,  Md. 
20782,  (301)  436-6418. 


Final  Rule  July-September  1980. 


Center  BuHdirig,  3700  East- 
West  Highway,  Hyattsville,  Md. 
20782,  (301)  436-6418. 


Final  Rule  July-September  1980. 


i 


D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  42  FR  59500. 

F.  Chronology:  Intehm-fiiial  was  published  November  18,  1977  (42  FR  59500). 

The  comment  period  closed  January  17, 1978. 

PHS-59— Grants  for  Training  in  Family  Medi-  A  Desorption:  The  regs  are  for  grants  to  assure  the  Institutionalization  of  Kenneth  Moritsugu,  Bureau  of 
cine.  family  medicine  within  the  schools  of  medicine  and  osteopathy,  to  encour-  Health  Professions,  HRA, 

age  students,  through  the  context  of  educational  programs  and  through  the  Center  Building,  3700  East- 
contact  with  role  model  family  physician  to  pursue  careers  in  family  medI-  West  Highway,  Hyattsville.  Md 
cine.  20782,  (301)  436-6418. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  47694. 

F.  Chronology:  Interim-final  was  published  October  16,  1978  (43  FR  47694). 

The  comment  period  closed  December  15, 1978. 


Final  Rule  July-September  1980. 


PHS-60— Educational  Assistance  to  Individ-  A.  Description:  To  govern  grants  to  provide  educational  assistance  to  individ-  Kinzo  Yamamoto.  Office  of 


Health  Resources  Opportunity, 
HRA,  Center  Building.  3700 
East-West  Highway. 

Hyattsville.  Md.  20782,  (301) 
436-7230. 


Final  Rule  July-September  1980. 


uals  from  Disadvantaged  Backgrounds.  uals  from  disadvantaged  backgrounds  to  undertake  training  and  education  Health  Resources  Opportunity, 

to  enter  the  health  professions  or  allied  health  professions.  HRA,  Center  Building.  3700 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of  East-West  Highway. 

*  health  manpower  throughout  the  United  States.  Hyattsville,  Md.  20782,  (301) 

C.  Regulatory  Analysis:  Not  required.  436-7230. 

D.  Need.  Required  by  statute  to  implement  the  Public  Health  Service  Act.  ' 

E.  Legal  Authority:  43  FR  39380. 

F.  Chronology:  Interim-final  was  published  September  5,  1978  (43  FR  39380). 

The  comment  period  closed  November  6, 1978. 

PHS-61— Grants  to  Schools  of  Medicine,  A.  Description:  To  govern  grants  to  provide  start-up  assistance  for  initiating  John  Westcott,  Bureau  of  Health  NPRM  July-September  1980. 


Dentistry.  Public  Health,  Osteopathy,  Op¬ 
tometry.  Podiatry,  Pharmacy,  and  Veteri¬ 
nary  Medicine  for  Start-up  Assistance. 


new  schools  of  medicine,  osteopathy,  dentistry,  public  health,  veterinary 
medicine,  optometry,  pharmacy,  and  p^iatry. 

B.  Why  significant  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  42  USC  295g-8. 


Professions.  HRA,  Center 
Building,  3700  East-West 
Highway,  Hyattsville.  Md 
20782,  (301)  436-6574 


PHS-62— Health  Professions,  Financial  Dis-  A.  Desorption:  To  implement  the  awarding  of  grants  to  assist  schools  of  medi-  James  Secrest,  Bureau  of 


tress  Grants.  cine,  osteopathy,  dentistry,  veterinary  medicine,  optometry,  podiatry,  phar-  Health  Professions,  HRA, 

macy  and  public  health  in  meeting  th^  costs  of  operation,  if  they  are  in  se-  Center  Building,  3700  East- 
rious  financial .  distress,  or  in  meeting  accreditation  requirements,  if  they  West  Highway,  Hyattsville,  Md 

have  a  special  need  for  assistance  in  meeting  these  requirements,  and  to  20762,  (301)  436-6558 

carry  out  appropriate  operational,  managerial,  and  financial  reforms. 

B.  Why  Spnificant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Senrice  Act. 

E.  Legal  Authority:  44  FR  17159. 

F.  Chronology:  Interim-final  published  March  21.  1979  (44  FR  17159).  The 
comment  period  closed  May  21, 1979. 

PHS-63— Interdisciplinary  Team  Training  and  A.  Descrptpn:  To  establish  requirements  for  grants  for  interdisciplinary  team  David  B.  Hoover,  Bureau  of  NPRM  July-September  1980. 


Final  Rule  July-September  1960. 


Cuniculum  Development  for  Health  Man-  training  among  schools  in  various  health  disciplines  and  for  curriculum  de-  Health  Professions.  HRA. 

power  Training.  velopment  in  various  areas  related  to  health  manpower.  Center  Building,  3700  East- 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of  West  Highway,  Hyattsville.  Md. 

health  manpower  throughout  the  United  States.  20782,  (301)  ^6-6838. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  42  USC  295g-7. 

PHS-64 — Grants  for  Training  In  Emergency  A.  Desorption:  To  set  forth  requirements  for  grants  for  training  programs  in  Kenneth  Moritsugu.  Bureau  of 
Medical  Services.  emergency  medical  services.  Health  Professions.  HRA, 

B.  Why  significant  Promotes  the  adequate  supply  and  equitable  distribution  of  Center  Building,  3700  East- 

health  manpower  throughout  the  United  States.  West  Highway.  Hyattsville.  Md 

C.  Regulatory  Analyps:  Not  required.  20782,  (301)  436-6416. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  42  FR  46523. 

F.  Chronology:  Interim-final  was  published  September  16, 1977  (42  FR  46523). 

The  comment  period  closed  November  15, 1977. 

PHS-65 — Grants  for  Graduate  Programs  in  A  Desorption:  To  implement  the  Secretary's  authority  to  make  grants  to  David  B.  Hoover,  Bureau  of 
Health  Administration.  public  or  nonprofit  pnvate  educational  entities  (excluding  schools  of  public  Health  Professions.  HRA, 

health)  to  support  the  health  administration,  hospital  administration,  and  Center  Building,  3700  East- 

health  planning  graduate  educational  programs  of  such  entities.  West  Highway.  Hyattsville.  Md 

B.  Why  ^nrhcant:  Promotes  the  adequate  supply  and  equitable  distribution  of  20782,  (301)  436-6838 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  26443. 

F.  Chronology:  Interim-final  was  published  June  20,  1978  (43  FR  26443).  The 
comment  period  closed  August  21,  1978. 


Kenneth  Moritsugu.  Bureau  of 
Health  Professions.  HRA, 
Center  Building,  3700  East- 
West  Highway.  Hyattsville.  Md 
20782,  (301)  436-6418. 


David  B.  Hoover,  Bureau  of 
Health  Professions.  HRA, 
Center  Building,  3700  East-  . 
West  Highway.  Hyattsville.  Md. 
20782,  (301)  436-6838 


Final  Rule  July-September  1980 


Final  Rule  July-September  1960. 


PHS-66— Special  Proj^  Grants  for  Gradu-  A.  Desorption:  To  imploment  the  Secretary's  authority  to  make  grants  to 
ate  Programs  in  Public  HeaHh.  schools  of  public  health  and  other  public  or  nonprofit  educational  entities  for 

proiects  to  develop  new  graduate  programs  or  to  expand  existing  programs 
in  biostatistics,  epidemiology,  health  administration,  health  planning,  health 
policy  analysis  and  planning,  environmental  or  occupational  health  and  di¬ 
etetics  and  nutrition. 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  27837. 

F.  Omnology:  Interim-final  published  June  27, 1978  (43  FR  27837).  Comment 
period  closed  August  28, 1978. 


David  B.  Hoover.  Bureau  of 
Health  Professions.  HRA. 
Center  Building,  3700  East- 
West  Highway,  Hyattsville.  Md. 
20782,  (301)  436-6838.. 


Final  Rule  July-September  1980. 
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Tide 

Summary  Contact 

Decision  quarter 

PHS-67— Grants  for  AMed  Health  Projects .  A.  Description:  To  implement  the  Secretary's  authority  to  make  grants  to  a)  David  B.  Hoover,  Bureau  of  Pinal  Rule  July-September  1960. 

establish  regional  or  State  systems  to  assure  that  allied  health  and  nursing  Health  Professions,  HRA, 

personnel  needs  in  the  area  are  met  by  coordinating  and  managing  allied  Center  Building,  3700  East- 

health  and  nursing  education  and  training  among  educational  institutions;  b)  West  Highway,  Hyattsville,  Md. 
establish  or  improve  recruitment,  training  and  retraining  programs  for  allied  20762,  (301)  436-^38. 
health  personnel;  and  c)  establish  career  ladders  and  advancement  pro¬ 
grams  for  practicing  allied  health  persormel. 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  AS  PR  59530. 

P.  Chronology:  NPRM  was  published  Dec.  21, 1978  (43  PR  59530).  The  com¬ 
ment  period  closed  Feb.  20, 1979. 

PHS-68— Grants  for  Traineeships  for  Ad-  A.  Description:  To  set  forth  requirements  for  grants  to  public  or  private  non- 
vanced  Trainir>g  of  Allied  Health  Personnel,  profit  insMutioris  to  meet  the  costs  of  traineeships  for  the  advanced  training 

of  allied  health  personnel  to  a)  teach  in  allied  health  training  programs,  or  b) 
serve  in  administrative  or  supervisory  capacities. 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  PR  29783. 

F.  Chronology:  Interim-final  was  published  July  11,  1978  (43  PR  29783).  The 
comment  period  closed  Sept.  11, 1978. 

PHS-69— Grants  for  Nurse  Practitioner  Train-  A.  Desorption:  To  set  forth  requirements  for  grants  to  schools  of  nursing.  Dr.  Mary  HW,  Bureau  of  Health 
eeship  Programs.  medicine,  and  public  health,  public  or  nonprofit  private  hospitals,  and  other  Professions,  HRA,  Center 

nonprofit  entities  to  meet  the  costs  of  traineeships  for  the  training  of  nurses  Building,  3700  East-West 
who  reside  in  health  manpower  shortage  areas  having  shortages  of  primary  Highvray,  Hyattsville,  Md. 
medical  care  manpower.  20782,(301)436-6681. 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  Department  has  decided  that  regs  are  needed  to  implement  the 
Public  Health  Service  Act. 

E.  Legal  Authority:  2  USC  296m. 

F.  Chronology:  Interim  final  regulations  published  May  6,  1980  (45  PR  29803). 

The  Comment  period  closed  July  7, 1960. 

PHS-70— Grants  for  Traineeships  for  the  Ad-  A.  Description:  To  govern  grants  to  public  and  nonprofit  institutions  to  cover  Dr.  Mary  Hill,  Bureau  of  Health 
vanced  Trairting  of  Professional  Nurses.  the  costs  of  traineeships  for  the  advanced  training  of  professional  nurses.  Professions.  HRA,  Center 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of  Building,  3700  East-West 

health  nianpower  throughout  the  United  States.  Highway,  Hyattsville,  Md. 

C.  /7eg(/A»/or>'A/Mjy$>s.' Not  required.  20782,(301)436-6681. 

D.  Need:  The  Department  has  decided  that  regs  are  needed  to  implement  the 
Public  Health  Service  Act. 

E.  Legal  Authority:  42  USC  297. 

PHS-72— National  Guidelines  lor  Health  A.  Description:  The  guidelines  consist  of  National  Health  Planning  goals  with  James  Stockdill,  Office  of  NPRM  July-September  1980. 
Planning  (Goals).  respect  to  health  status,  health  promotion,  and  disease  prevention,  and  Planning,  Evaluation,  and 

access  to  senrices.  Legislation,  HRA,  Center 

B.  Why  Significant  Sets  goals  for  health  planning.  Building,  3700  East-West 

C.  Regulatory  Analysis:  Not  required.  Highway,  Hyattsville,  Md. 

D.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re-  20782,  (301)  436-7270. 
sources  Development  Act. 

E.  Legal  Authority:  42  USC  300k-1 . 

'  P.  Chronology:  Notice  of  availability  of  Draft  Regulations  October  19, 1979  (44 

PR  60342). 

PHS-73— Health  Systems  Agency  Review  of  A.  Description:  Amends  regulations  establishing  requirements  governing  the  Colin  C.  Rorrie,  Jr.,  Ph.  D.,  NPRM  July-September  1980. 
Certain  Proposed  Uses  of  Federal  Health  review  and  approval  or  disapproval  by  Health  Systems  Agencies  of  certain  Director,  Bureau  of  Health 

Funds.  proposed  uses  of  Federal  funds.  Planning,  HRA,  Center 

B.  Why  significant  Implements  one  aspect  of  the  Federal  health  planning  pro-  Building,  3700  East-West 
gram  to  promote  access  to  health  care  senrices  and  control  health  care  '  Highway,  Hyattsville,  Md. 
costs  through  State  and  local  review  of  health  services  and  expenditures.  20782,  (301)  436-6850. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  R^ired  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979. 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronology:  NPRM  was  published  May  9,  1978  (43  PR  19988)  Final  pub¬ 
lished  August  10, 1979  (44  FR  47064).  Regulations  to  be  amended  to  imple¬ 
ment  the  Health  Planning  and  Resource  Amendments  of  1979. 

PHS-74— Health  Systems  Agency  Reviews  A.  Description:  Establishes  requirements  governing  the  review  and  approval  or  Colin  C.  Rorrie,  Jr.,  Ph.  D.,  NPRM  October-December  1960. 
of  Certain  Proposed  Uses  of  Federal  disapproval  by  health  systems  agencies  of  certain  proposed  uses  of  Federal  Director,  Bureau  of  Health 

Funds;  Proposed  Uses  for  Research  and  health  funds  through  research  and  training  grants  and  contracts.  Planning,  HRA,  Center 

Training.  B.  Why  significant  Implements  one  aspect  of  the  Federal  health  planning  pro-  Building,  3700  East-West 

gram  to  promote  access  to  health  care  senrices  and  control  health  care  Highway,  Hyattsville,  Md. 
costs  through  State  and  local  review  of  health  services  and  expenditures  20782,  (301)  436-6850. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  R^ired  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Devek3pmer>t  Act  of  1976. 

E.  Legal  Authority:  42  USC  300  1-2. 

F.  Chronology:  None. 

PHS-75— Health  Systems  Agency  and  State  A.  Desorption:  Establishes  minimum  procedures  and  criteria  for  health  sys-  CoNn  C.  Rorrie,  Jr.,  Ph.  D.,  NPRM,  July-September  1980. 
Agency  Reviews  of  the  Appropriateness  of  terns  agencies  to  review  the  appropriateness  of  all  existing  institutional  Director,  Bureau  of  Health 

Existing  Institutional  Health  Senrices.  health  service  in  their  areas.  Planning,  HRA,  Center 

B.  Why  Significant:  Implements  one  aspect  of  die  Federal  health  planning  pro-  BuHdlng,  3700  East-West 

gram  to  promote  access  to  health  care  senrices  and  control  health  care  Highway,  Hyattsville,  Md. 

costs  through  State  and  local  review  of  health  services  and  expenditures.  20782,  (301)  436-6650. 

C.  Regulatory  Anafysia:  Not  required. 


Pinal  Rule  October-December 
1980. 


NPRM  July-September  1980. 
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O.  Need:  Required  by  statute  to  implement  Health  Planning  and  Resources 
Development  Act  of  1976  and  Am^ments  of  1979. 

E.  Legal  Authority:  43  FR  21274  and  the  Health  Planning  and  Resources  Oe-  ' 

velopment  Amendments  of  1979. 

F.  Chronology:  NPRM  published  May  16.  1978  (43  FR  21274)  The  comment 
period  closed  June  30,  1978.  Final  regulations  published  December  11, 

1979  (44  FR  71754).  Regulations  to  be  amended  to  implement  the  Health 
Planning  and  Resource  Amendments  of  1979. 

PHS-76 — Designation  of  Health  Systems  A.  ^scnp/m' Amends  regulations  establishing  criteria  for  the  designation  of  Colin  C.  Rorrie,  Jr.,  Ph.  D..  NPRM,  July-September  1980. 
Agencies.  health  systems  agencies.  Director,  Bureau  of  Health 

B.  Why  S^hcant:  Implements  one  aspect  of  the  Federal  health  planning  pro-  Planning,  HRA,  Center 

gram  to  promote  access  to  health  care  services  and  control  health  care  Building.  3700  East-West 

costs  through  State  and  local  review  of  health  services  and  expenditures.  Highyray,  Hyattsville,  Md. 

C.  /tegu/atoty  Anatysis:  Not  requited.  20782,(301)436-6850. 

D.  Need:  Required  by  statute  to  implement  Health  Planning  and  Resources 
Development  Ameridments  of  1979. 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronology:  NPRM  was  published  October  17,  1975  (43  FR  48802).  The 
comment  period  closed  November  17, 1975.  The  final  was  published  March 
26,  1976  (41  FR  12812).  Regulations  to  be  amended  to  implement  the 
Health  Planning  and  Resource  Amendments  of  1979. 

PHS-77— Designation  of  States  Health  Plan-  A.  Description:  Amends  regulations  establishing  chteria  for  the  designation  of  Colin  C.  Rorrie,  Jr.,  Ph.  D.,  NPRM  July-September  1980. 
ning  and  Development  Agencies.  State  Health  Planning  and  Development  Agencies.  Director,  Bureau  of  Health 

B.  Why  Significant:  Implements  one  aspect  of  the  Federal  health  planning  pro-  Planning,  HRA,  Center 

gram  to  promote  access  to  health  care  services  and  control  health  care  Building.  3700  East-West 

costs  through  State  and  local  review  of  health  services  and  expenditures.  Highway,  Hyattsville,  Md. 

C.  Regulatory  Analysis:  Not  required.  20782,  (301)  436-6850. 

0.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979. 

E.  Legal  Authordy:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronolo^  NPRM  was  published  March  19,  1976  (41  FR  11688).  Com¬ 
ment  period  closed  May  3,  1976.  Interim-rmal  published  June  3,  1976  (41 
FR  22524).  Final  was  published  March  10, 1978  (43  FR  10100)  Regulations 
to  be  amended  to  im^ement  Health  Ranning  and  Resource  Development 
Amendments  of  1979. 

PHS-78— Certificate  of  Need  and  Review  of  A.  Desorption:  Amends  regulations  establishing  criteria  for  certificate  and  Colin  C.  Rorrie,  Jr.,  Ph.  D.,  Final  Rule,  July-September  1980. 
New  Institutional  Health  Services.  need  of  new  institutional  health  services.  Director,  Bureau  of  Health 

B.  Why  Signihcant  Implements  one  aspect  of  the  Federal  health  planning  pro-  Ranning,  HRA,  Center 

gram  to  promote  access  to  health  care  services  and  control  health  care  Building,  3700  East-West 

*  costs  through  State  and  local  review  of  health  servicas  and  expenditures.  Highway,  Hyattsville,  Md. 

C.  Regulatory  Analysis:  Not  required.  20782,  (301)  436-6850. 

D.  Need:  Required  by  statute  to  implement  the  Health  Plannirig  and  Re¬ 
sources  Development  Amendments  oj  1979. 

E.  Legal  Authority:  The  Health  Ranning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronology:  General  Notice  regarding  intent  to  develop  amendments  to 
Con  regulations  published  February  22,  1980  (45  FR  12174).  NPRM  pub¬ 
lished  March  26,  1980  (45  FR  20026).  Comment  period  closed  May  27, 

1980. 

PHS-79— Inclusion  of  Computed  Tomograph-  A.  Description:  Amends  regulations  which  establish  requirements  tor  State  cer-  CoHn  C.  Rorrie,  Jr.,  Ph.  D., 
ic  Scanning  Services  under  Certificate  of  tificate  of  need  programs  by  requiring  review  under  certain  circumstances  of  Director,  Bureau  of  Health 

Need.  diagnostic  services  provided  by  fixed  or  mobile  computed  tomographic  scan-  Planning  HRA,  Center 

'  ning  equipment.  Building,  3700  East-West 

B.  Wiy  significant:  Implements  one  aspect  of  the  Federal  health  planning  pro-  Highway,  Hyattsville,  Md. 

gram  to  promote  access  to  health  care  services  and  control  health  care  20782,  (301)436-6850. 

costs  through  State  and  local  review  of  health  services  and  expenditures. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Health  Rannirrg  and  Re¬ 
sources  Development  Act  of  1976. 

E.  Legal  Authority:  44  FR  24429. 

F.  Chronology:  Interim-final  was  published  April  25, 1979  (44  FR  24429).  Com- 

'  ment  period  closed  June  25, 1979. 

PHS-80 — Inclusion  of  Computed  Tomograph-  A.  Desorption:  Amerxls  regulations  for  the  capital  expenditure  review  program  Colin  C.  Rorrie,  Jr.,  Ph.  D., 
ic  Scanning  Services  under  Capital  Ex-  by  establishing  rules  regarding  reviews  of  proposed  capital  expenditures  for  Director,  Bureau  of  Health 

penditure  Review.  computed  tomographic  scanner  services.  Ranning  HRA,  Center 

B.  Why  Significant:  Irnplements  one  aspect  of  the  Federal  health  planning  pro-  Building,  3700  East-West 

gram  to  promote  access  to  health  care  services  and  control  health  care  Highway,  Hyattsville,  Md. 

costs  through  State  and  local  review  of  health  services  and  expenditures.  20762,  (301)  436-6850. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Act  of  1976. 

E.  Legal  Authority.  44  FR  24428. 

F.  Chronology:  Interim-linal  regulations  were  published  April  25,  1979.  The 
comment  period  closed  June  25, 1979. 

PHS-81— Limitation  on  Federal  Participation  A.  Description:  Amends  regulations  for  the  capital  expendure  review  program  OHin  C.  Rorrie,  Jr.,  Ph.  D.,  Interm  Final  Rule,  July- 
for  Capital  Expenditures.  to  take  into  account  certain  requirements  respecting  1 122  reviews  imposed  Director,  Bureau  of  Health  September  1980. 

by  Title  XV  of  the  Public  Health  Service  Act.  Planning  HRA,  Center 

B.  Why  Significant  Implements  one  aspect  of  the  Federal  health  planning  pro-  Building,  3700  East-West 

gram  to  promote  access  to  health  care  services  and  control  health  care  Highway,  Hyattsville,  Md. 

costs  through  State  and  local  review  of  health  senrices  and  expenditures.  20762,  (301)  436-6850. 

C.  Regulatory  Analysis:  Not  required. 

,  D.  Need:  Required  by  statute  to  implement  the  Health  Ranning  and  Re¬ 
sources  Development  Act  of  1976. 

E.  Legal  Authority  at  FR  11688. 

F.  Chronology  NPRM  published  March  19,  1976  (41  FR  11688).  The  com¬ 
ment  period  closed  May  3, 1976. 


Final  Rule  to  be  incorporated  into 
certificate  of  need 
amendments  (PHS-78) 


Final  Rule  to  be  incorporated  into 
limitation  on  Federal 
participation  for  Capital 
Expenditures.  (PHS-81) 
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PHS-83— National  Institutes  of  Health  Center  A.  Description:  These  regulations  would  provide  for  the  operation  of  NIH  Re-  Lowell  0.  Peart  NIH  Regulations  NPRM  October-December  1980. 

Grants.  search  and  Demonstration  Centers.  They  would  replace  similar  rules  that  Officer,  Division  of 

now  apply  to  centers  of  the  National  Heart,  Lung,  aixl  Blood  Institute.  Management  Policy,  National 

B.  Why  si^ificant:  Legislation  has  authorized  research  and  demonstration  Institutes  of  Health,  Bethesda, 

canters  for  other  diseases  such  as  arthritis  and  diabetes.  MD  20205,  Phone:  (301)  496- 

C.  Regulatory  Analysis:  Not  required.  4606. 

D.  Need:  To  impleiTient  legislation  that  extend  to  other  NIH  programs  the  pres¬ 
ent  regulations  regarding  research  and  demonstration  centers  for  the  Na¬ 
tional  Heart  Lung,  and  Blood  Institute. 

E.  Legal  Auttwrity:  Section  415(b)  of  the  Public  Health  Service  Act  Pub.  L 
93-354;  and  Pub.  L  93-640. 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  July  17,  1978 
(43  FR  31583). 


Canter  for  Disease  Control 


Title  Summary  Contact  Decision  quarter 

PHS-S4 — Clinical  Laboratories:  Revision  of  A.  Description:  Current  regulations  include  quality  control  and  testing  require-  Dr.  Joseph  F.  Boutwell,  Deputy  NPRM  July-September  1980. 
Quality  Control  Regulations  to  include  Ad-  meats  of  a  general  nature  applicable  to  measurement  of  alpha-fetoprotein  Director,  Bureau  of 

ditionat  Requirements  for  Alpha-fetoprotein  (AFP)  levels.  The  revision  of  these  regulations  proposes  to  amend  the  qual-  Laboratories  Center  for 

Testing  (42  CFR  Parts  74  and  405).  ity  control  regulations  applicable  to  clinical  laboratories  by  including  addition-  Disease  Control,  1600  Clifton 

al  quality  control  and  testing  requirements  for  procedures  which  measure  Road,  N.E.,  Atlanta,  Georgia 

AFP  levels  in  mid-pregnancy  maternal  sera,  plasma,  and  amniotic  fluids.  30333,  Phorre:  (404)  329- 

B.  Why  significant:  To  assure  the  safe  and  effective  use  of  AFP  testing  kits.  3263,  FTS:  236-3263. 

C.  Regulatory  analysis:  Not  required. 

D.  Need:  The  Food  and  Drug  Administration  has  decided  to  announce  its 
intent  to  approve  for  marketing  commercial  test  kits  for  use  by  clinical  labo¬ 
ratories  in  measuring  AFP  levels  in  maternal  sera,  plasma,  and  amniotic  fluid 
in  prenatal  detection  of  neural  tube  defects.  Additior>al  quality  control  and 
testing  requirements  are  being  proposed  in  order  to.assure  the  safe  and  ef¬ 
fective  use  of  AFP  testing  kits. 

E.  Legal  Basis:  For  laboratories  licensed  under  the  Clinical  Ufooratories  Im¬ 
provement  Act  of  1967,  see  Section  353  of  the  Public  Health  Service  Act 
(42  U.S.C.  263a).  For  laboratories  certified  under  the  Medicare  program,  see 
Section  1961(s)(3),  (10),  and  (It)  of  the  Social  Security  Act  (42  U.S.C. 

1395x(s)(3),  (10),  and  (11),  and  Section  1861(e)(9)  of  the  Social  Security  Act 
(42  U.S.C.  139Sx(e)(9). 

F.  Chrorwiogy;  Notice  of  Decision  to  Develop  Regulations  published  on  April 

*  15,  1980  (45  FR  25412).  '  ' 

PHS-85— Health  Education-Risk  Reduction  A.  Description:  Establishes  grant  programs  to  discourage  children  and  youth  Mr.  Billy  Griggs,  Deputy  Director, 

Grants— Amendments  to  Include  Programs  from  smoking  and  alcohol  use,  and  implements  Section  402(a)(2)  of  the  Bureau  of  Health  Education, 

to  Discourage  Smoking  and  the  Use  of  Al-  Health  Services  and  Centers  Amendments  of  1978.  The  new  grant  pro-  Center  for  Disease  Control, 

cohokc  Beverages  Among  Children  and  grams  will  be  carried  out  in  conjunction  with  the  Health  Education-Risk  Re-  Atlanta,  Georgia  30333, 

Adolescents  (42  CFR  Part  Sig).  .  duction  grants,  initiated  in  1979,  as  authorized  under  Section  1703(a)  of  the  Phone:  (404)  329-3111,  FTS: 

Public  Health  Service  Act.  .  236-3111. 

B.  Why  significant:  Provides  a  regulatory  base  to  award  grants  to  provide  pre¬ 
ventive  health  education  services  related  to  tobacco  and  alcohol  to  children 
and  young  people. 

C.  Regulatory  analysis:  Not  required. 

D.  Need:  To  implement  legislation  to  establish  new  grants  programs  author¬ 
ized  under  Section  402(a)(2)  of  the  Health  Services  and  Centers  Amend¬ 
ments  of  1978. 

E.  Legal  Basis:  Section  1703(a)  of  the  Public  Health  Service  Act  (42  U.S.C. 

300U-2);  and  Section  402(a)(2)  of  the  Health  Senrices  and  Centers  Amend¬ 
ments  of  1 978  (42  U.S.C.  247b-2). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  February 
13.  1980  (45  FR  9755). 

PHS-86— NIOSH  Investigations  of  Places  of  A.  Description:  This  rule  proposes  to  integrate  existing  provisions  pertaining  to  Philip  J.  Bierbaum,  Deputy 
Employment  (42  CFR  Part  85).  NIOSH  health  hazard  evaluations  and  research  investigations  (42  CFR  Parts  Director,  Division  of 

85  and  85a)  into  a  single  regulation  as  part  of  the  Department's  “Operation  .  Surveillance,  Hazard 
Common  Sense”  program.  Evaluations,  and  Field  Studies 

Procedures  for  investigations  will  be  revised  as  necessary  based  on  past  ex-  National  Institute  for 
perience  in  conducting  investigations.  Occupational  Safety  and 

B.  Why  significant:  To  eliminate  duplicate  provisions  and  possfole  procedural  Health,  4676  Columbia 

errors,  and  to  permit  current  employees  greater  access  to  the  health  hazard  Parkway,  Cincinnati,  Ohio 

evaluation  program.  45226,  Phorie:  (513)  684- 

C.  Regulatory  analysis:  Not  required.  2422,  FTS:  684-2422. 

D.  Need:  To  comply  with  "Operation  Common  Sense”  arid  to  update  proce¬ 
dures. 

E.  Legal  Basis:  Occupational  Safety  and  Health  Act  of  1979  (29  U.S.C.  651  et 
seq.).  and  Federal  Mine  Safety  and  Health  Act  of  1977  (^  U.S.C.  801  et 
seq.) 

F.  Chronology:  Notice  of  Decision  to.  Develop  Regulations  published  on  De¬ 
cember  4,  1 979  (44  FR  69689). 

PHS-87— NIOSH  Grant  Regulations;  Con-  A.  Description:  The  foUowmg  grant  regulations  are  being  revised  to  conform  Ms.  Mary  L.  Flint,  Regulatione  Final  rule  July-Seplember  1980. 
formance  vrith  Part  74  (42  CFR  Parts  55,  them  to  45  CFR  Part  74  and  to  delete  provisions  that  duplicate  or  conflict  Specialist,  National  Institute 
86.  and  67). .  with  45  CFR  Part  74:  for  Occupational  Safety  and 

(1)  Grants  for  research  and  demonstrations  relating  to  occupational  safety  and  Health,  5600  Fishers  Lane, 

health;  (2)  grants  for  education  programs  in  occupational  safety  and  health;  Room  8-11,  Rockville, 

and  (3)  grants  for  advancement  of  health  in  coal  mining.  Maryland  20857,  Phone:  (301) 

B.  Why  significant:  These  regulations  provide  the  regulatory  base  for  these  443-4493,  FTS:  443-4493. 
grants  programs. 

C.  Regulatory  analysis:  Not  required. 

D.  Need:  to  conform  the  regulations  to  45  CFR  Part  74. 

E.  Legal  Basis:  (1)  Occupational  Safety  and  Health  Act  of  1970  (9  U.S.C. 

669(a)(1));  (2)  Occupational  Safety  and  Health  Act  of  1970  (29  U.S.C. 

670(a)(1));  and  (3)  Federal  Mine  Safety  and  Health  Act  of  1977  (30  U.S.C. 

801  et.  seq.). 


NPRM  July-September  1980. 


July-September  1980. 
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TWe  Sunwnary  Contact  Decision  quarter 

F.  Chronology:  Notice  of  Proposed  Rulemaking  published  on  March  13, 1980 
(45  FR  16209). 

PHS-88— Fees  for  Direct  Training,  Center  for  A.  Description:  Under  Section  31 1(b)  of  the  Public  Health  Service  Act  the  Dr.  Seth  N.  Leibler,  Deputy 
Disease  Control  (42  CFR  Part  65).  C^er  (or  Disease  Control  provides  technical  training  to  help  ensure  that  Director,  Bureau  of  Training, 

health  workers  throughout  the  country  possess  the  necessary  skills  and  Center  for  Disease  Control, 

knowledge  to  achieve  the  objectives  of  disease  control  programs.  The  exist-  1600  Clifton  Road,  N.E., 

ing  regulation  sets  forth  a  fee  policy  for  this  training  arid  provides  for  a  fee  Atlanta,  Georgia  30333, 

schedule.  A  waiver  procedure  to  pe^  States  tinte  to  include  training  costs  Phone:  (404)  262-6671,  FTS 

In  their  budgets  was  included  in  the  final  rule.  Subsequent  amendments  to  236-6671. 

legislation  eliminated  the  need  (or  a  waiver  of  fees.  Th^efore,  the  proposed 
revision  will  delete  this  ,'equirement  in  the  regulation. 

B.  Why  significant  The  proposed  revision  will  clarify  the  policy  regarding  tu¬ 
ition  for  training.  It  will  specify  who  shall  pay  tuition  for  training,  and  the  out¬ 
dated  waiver  provision  will  be  removed  from  the  existing  regulation. 

C.  Regulatory  analysis:  Not  required. 

D.  Need:  To  update  the  existing  regulation  to  delete  the  procedure  requiring  ^ 
written  requests  for  waiver  of  fees.  Section  311(b)  of  Public  Health  Service 
Act  was  amertded  by  Pubiic  Law  94-317  (June  1976)  to  eiiminate  the  need 
for  waivers. 

E.  Legal  Basis:  Section  311(b)  of  the  Public  Health  Service  Act  (42  U.S.C. 

243). 

F.  Chronology:  The  Regulations  Proposal  is  the  first  step  in  the  development 
of  the  proposed  amendment 

A.  Description:  The  regulation  requiring  payment  of  iicense  fees  for  laborato-  Dr.  Louis  C.  LaMotte,  Director,  Final  Rule  July-September  1980. 

ries  licensed  under  the  Clinical  Laboratories  Improvement  Act  of  1967  was  Licensure  arid  Proficiency 
recently  amecxied  to  eliminate  the  requirement  for  payment  of  license  fees.  Testirtg  Division,  Bureau  of 

This  amendment  was  issued  as  an  interim  final  rule  so  that  the  amendment  Laboratories,  Center  (or 

would  be  in  effect  by  the  time  the  licensure  cycle  began  in  March  1980.  Disease  Control,  1600  Clifton 

B.  Why  significant:  The  requirement  for  payment  of  license  lees  was  eliminat-  Road,  N.E.,  Atlanta,  Georgia 

ed  because  the  fees  collected  did  not  offset  administrative  costs,  (or  collecF  30333,  Phone:  (404)  329- 
ing  the  fees.  3824,  RS:  236-3824. 

C.  Regulatory  analysis:  Not  required. 

D.  Need:  If  the  requirement  for  payment  of  license  fees  had  not  been  elimi¬ 
nated,  license  fees  would  have  continued  to  be  collected. 

E.  Legal  Basis:  CNnical  Laboratories  Improvement  Act  of  1967  (42  U.S.C.  * 

263a(d)(3)). 

F.  Chronology:  Final  rule  (with  subsequent  comment  period)  was  published 
April  22, 19M  (45  FR  26960).  Comment  period  ended  May  22, 1980. 

PHS-90— Possession,  Use,  and  Transport  of  A.  Description:  Establishes  regulations  restricting  the  possession,  use,  and  Dr.  John  H.  Richardson,  Regulations  Proposal  October- 

SmaNpox  and  Whitepox  Viruses.  transportation  of  smallpox  (variola  major  and  variola  minor)  and  whitepox  Director,  Office  of  Biosafety  December  1980. 

viruses.  Center  (or  Disease  Control, 

B.  Why  significant:  Natural  transmission  of  smallpox  was  last  reported  in  Octo-  1600  Clifton  Rd.,  N.E.,  Atlanta, 

ber  1977  and  the  disease  was  declared  eradicated  by  the  World  Health  Or-  Georgia  30333,  Phone:  (404) 

ganization  in  October  26,  1979.  Smallpox  and  whitepox  viruses  now  exist  329-3885,  FTS:  236-3885. 

only  in  laboratories.  The  foreign  Quarantine  regulations  (42  CFR,  Section 

71.156)  authorize  restrictions  on  the  importation  or  subs^uent  receipt  by 
transfer  of  imported  materials.  Similar  authority  regulating  the  possession, 
use,  or  transp^tion  of  indigenous  strains  of  smailpox  virus  does  not  exist. 

C.  Regulatory  analysis:  Not  required. 

D.  Need.  Required  by  statute  to  impiement  the  finai  Consolidation  of  all  small¬ 
pox  etnd  whitepox  viruses  and  all  activities  with  these  agents  in  a  single  na¬ 
tional  (acHity  located  at  the  Center  for  Disease  Control,  Atlanta,  Georgia. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264). 

F.  Chronology:  The  RP  is  the  first  step  in  the  regulations  development  proc¬ 
ess. 

PHS-91-lndian  Health -  A.  Description:  Subpdrt  A,  Scope  and  Definition,  and  Subpart  B,  Availabitity  of  Richard  J.  McC^loskey,  Indian  NPRM  July-September  1980. 

Services,  are  revised  as  part  of  the  Department’s  "Operation  Common  Health  Service,  Room  6A-20, 

Sertse”  to  make  them  clearer.  Subpart  D,  Contagious  and  infectious  Dis-  5600  Fishers  Lane,  Rockville, 
eases,  is  being  proposed  tor  recision  because  it  is  no  longer  necessary  Maryland  20857,  (301-443- 
given  present  day  treatment  modalities.  1116). 

B.  Why  Significant  These  are  technical  amendments. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  Executive  Order  No.  12044. 

E.  Legal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act). 

F.  Chronology:  NOI  published  February  7, 1980. 

G.  Qtation:  42  CFR,  Subparts  A,  B,  and  D. 


HeaKli  Resources  Administration 

Title 

Summary 

Contact 

Decision  quarter 

PHS-92— Rodesignation  of  Health  Service  A.  Description:  Sets  down  criteria  for  revising  health  service  area  boundaries.  Colin  C.  Rorrie,  Jr.,  Ph.D.,  NPRM  July-September  1960, 

Areas.  B.  Vl/hy  Significant:  May  result  in  changes  to  health  service  area  bpurxtaries.  Director,  Bureau  of  Health 

Planning,  Health  Resouroes 
Administration,  3700  East- 
West  Highway,  HyattsvWe, 

Maryland  20782,  Phone:  (301) 

436-6850. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979. 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronolo^:  None. 


PH&-e9— Clinical  Laboratories— Deletion  of 
Requirement  lor  License  Fees  (42  CFR 
Part  74). 


Regulations  Proposal  July- 
September  1980. 
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Health  Resources  Administration— Continued 


Summary 


Contact 


Decision  quarter 


Colin  C.  Rorrie,  Jr.,  Ph.O., 
Director,  Bureau  of  He^ 
Planning,  Health  Resources 
Administratioa  3700  East- 
West  Highway,  Hyattsville, 
Maryland  20782.  Phone:  (301) 
436-6850. 


NPRM  July-Septemt)er  1980. 


PHS-93— Funding  of  Health  Systems  Agen-  A.  Description:  Provides  information  on  funding  of  fuily  and  conditionally  desig- 
cies_General.  nated  Health  System  Agencies.  Conditionally  designated  agencies  win  no 

longer  be  funded  using  the  same  formula  as  fully  designated  agencies. 

’  '  B.  Why  significant  Impacts  fundirtg  of  HSAs. 

C.  Re^atory  Analysis:  Not  required.  . 

D.  Need:  To  change  from  a  formula  to  a  discretionaty  method  of  funding  con¬ 
ditionally  designated  HSAs  and  to  irKxtrporate  statutory  changes  for  funding 
fully  de^nated  HSAs.  ' 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Act  of 
1976  and  Ameiidments  of  1979. 

F.  Chronology:  NPRM  was  published  October  17,  1975  (40  FR  48802).  The 
comment  period  closed  November  17, 1975.  The  final  was  published  March 
26.  1976  (41  FR  12812). 

PHS-94— Oscretionary  Funding  of  Health  A.  Description:  Allows  up  to  five  percent  of  the  total  appropriation  for  HSAs  to 
Systems  Agencies.  be  used  to  supplement  the  base  grant  of  selected  HSAs  to  assist  them  in 

meeting  extrao^nary  expenses,  such  as  those  resulting  from  interstate 
status  or  from  serving  a  large  geographic  area. 

B.  Why  significant:  Impacts  funding  of  HSAs. 

C.  Re^atory  Analysis:  Not  required. 

D.  Need:  To  implement  the  Health  Ranning  and  Resources  Development 
Amendments  of  1979. 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronology:  None. 

PHS-95-National  Guidelines  for  Health  Ran-  A.  Description:  The  guidelines  consist  of  national  health  planning  standards  re-  James  Stockdili,  Director,  Office  Notice  of  Availability  of  Draft 


Colin  C.  Rorrie,  Jr.,  Ph.D., 
Director,  Bureau  of  Health 
Ranning,  Health  Resources 
Administration,  37(X)  East- 
West  Highway.  Hyattsville. 
Maryland  20782,  Phone:  (301) 
436-6850. 


NPRM  July-September  1980. 


ning  (Standards). 


specting  the  supply,  distribution  and  organization  of  health  resources. 
8.  Why  Significant:  Sets  standards  for  health  planning. 


C.  Regulatory  Analysis:  Not  reuquired. 

D.  Need:  Reared  by  the  Health  Ranning  and  Resources  Development  Act  of 
1976  and  Amendments  of  1979  to  issue  resource  standards  by  regulation 
and  to  annually  review  and  revise  these  standards  as  necessary. 

E.  Legal  Authority:  42  USC  3(X)k-1  and  Health  Planning  and  Resources  Devel¬ 
opment  Amendments  of  1979. 

F.  Chronology:  None. 


of  Planning,  Evaluation  and 
Legislation,  Health  Resources 
Administration,  3700  East- 
West  Highway,  Hyattsville. 
Maryland  20782,  Phone:  (301) 
436-7270. 


Regulations  July-September 
1980. 


PHS-96— Tax-exempt  Refitiancing  of  Health  A.  Description:  Provides  criteria  for  determining  “the  best  financial  interest  of 
Facilities  Constntction  Loans.  the  United  States”  as  it  relates  to  tax-exempt  refinancing  of  health  facilities 

construction  loans. 

B.  Why  Significant:  Impacts  tax  revenues  received  by  LLS.  Treasury. 


C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  Department  has  decided  that  regulations  are  necessary  because 
of  continuing  discussions  as  to  the  appropriateness  of  tax-exempt  refinanc¬ 
ing. 

E.  Legal  Authority:  42  U.S.C.  291i-3;  42  U.S.C.  30^2;  42  U.S.C.  293i 

F.  Chronology:  Notice  of  moratorium  on  approving  “refinancing"  of  certain 
Federally  guaranteed  loans  published  in  the  Federal  Register  on  October 
15,  1979  (44  FR  59291). 


William  R.  Berry,  Bureau  of 
Health  Facilities,  Health 
Resources  Administration, 
3700  East-West  Highway, 
Hyattsville,  Maryland  20782, 
Phone:  (301)  436-7702. 


NPRM  July-September  1980. 


PHS-97— Governing  Body  Requirements  oi  A.  Description:  Amends  composition  requirements  and  the  characteristics 
Health  Systems  Agencies.  members  must  have  to  meet  these  requirements,  and  mandates  a  technical 

assistance  program  for  governing  body  members  as  well  as  selection  proce¬ 
dures 

B.  Why  Significant:  Impacts  the  composition  of  governing  bodies 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  the  Health  Planning  and  Resources  Development 
Amendment  of  1979. 

E.  Legal  Authority:  Health  Planning  and  Resources  Development  Amendntent 
of  1979 

F.  Chronology:  NPRM  published  May  26,  1978  (43  FR  22858).  The  comment 
period  closed  July  10, 1978 


Colin  C.  Rorrie,  Jr.,  Ph.D., 
Director,  Bureau  of  Health 
Ranning,  Health  Resources 
Administration,  3700  East- 
West  Highway,  Hyattsville, 
Maryland  20782,  Phone:  (301) 
436-6850. 


Revised  NPRM  July-September 
1980. 


PHS-98— Drug  Abuse  Project  Grant  Program  A.  Description:  These  regulations  would  establish  requirements  for  drug  abuse 

treatment  and  prevention  programs.  An  eligible  applicant  for  the  treatment 
and  rehabilitation  services  program  Is  the  institution,  organization,  agency, 
department  or  other  accountable  entity  of  State  government  that  assumes 
legal  and  finant^l  responsibility  for  the  administration  and  performance  of 
the  Statewide  Services  Grant  Rogram.  Applications  for  the  State  Grants 
Rogram  are  limited  to  the  States  and  jurisdictions  (the  District  of  Columbia, 
the  Commonwealth  of  Puerto  Rico,  and  the  Trust  Territories  of  the  Mariana 
Islands,  Virgin  Islands,  Guam,  and  American  Samoa)  through  their  respec¬ 
tive  Single  State  Agencies  for  Drug  Abuse  Prevention  or  the  officially  desig- 
•  '  nated  State  unit  responsibile  for  drug  abuse  prevention  programs. 

B.  Why  Sigrtificant  Tt^  rule  would  Implement  Section  410  of  P.L  92-255.  the 

'  Drug  Abuse  Office  and  Treatment  Act  of  1972,  as  amended,  and  replace 

'  the  currerit  guidelines. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  would  implement  Section  410  of  the  Drug  Abuse 
Office  and  Treatment  Act  of  t972,  as  amended.  Further,  the  Public  Health 
Service  Grants  Administration  Manual  requires  PHS  agencies  to  publish  in 
the  Federal  Register  program  rules,  program  priorities  for  furidirig  and 
statements  regarding  the  availability  of  funds. 

E.  Legal  Basis:  Section  410  of  P.L.  92-255,  the  Drug  Abuse  Office  and  Treat¬ 
ment  Act  of  1972  (21  U.S.C.  1177)  as  amended  by  P.L.  94-237  (90  StaL 
247-248),  P.L  94-371  (90  StaL  1040-104t).  and  P.L.  95-461  (92  Stat. 
1268)  (21  U.S.C.  1177). 

F.  Chronology:  None. 


Nancy  Soulen,  Legal  Assistant,  NPRM  December  1980. 
Office  of  the  Director,  National 
Institute  on  Dnjg  Abuse. 

Room  10-14,  Parklawn 
Building,  5600  Fishers  Lane, 

Rockville,  Maryland  20857 
(301)  443-6482. 
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Title 


Summary 


Contact 


Decision  quarter 


HCFA-2— Medicare-Medicaid  Programs; 

Waiver  of  Liability— Procedures  Waiving  Li¬ 
ability.  , 


A.  Desaptkm:  This  regulation  vrould  propose  criteria  for  determining  when  a  Marion  Lebron,  Senior  Analyst, 


patient  or  provider  would  not  be  held  liable  for  knowing  that  the  services 
were  medically  unnecessary  or  othenvise  inappropriate,  before  the  services 
have  been  disapproved  by  PSROs  for  Medicare  and  Medicaid  payments. 

B.  Why  Significant  The  regulation  would  reduce  waste  by  eliminating  Federal 
payments  for  unnecessary  care.  In  addition,  there  is  strong  public  interest  in 
completing  regulations  for  PSROs. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  To  implement  the  1972  and  1977  amendments  to  the  Social  Security 


IRB,  DPR,  HSQB,  1st  Fir., 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
Md  21207,  301-594-3980. 


Act. 

E.  Legal  Basis:  Secs.  1158(a)  and  1158(d)  of  the  Social  Security  Act;  Pub.  L 
92-803:  Sec.  22  of  Pub.  L.  95-142. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed  it  will  be  submitted  to  the  D^artment  for  approval. 


Proposed  Rule  July-September 
1980. 


HCFA-3— Medicare/Medicaid  Program:  Pro¬ 
fessional  Standards  Review  Organizations 
(PSROs)  Reconsideration  and  Appeals— 
Procedures  for  Reconsiderations. 


A.  Description:  This  regulation  contains  procedures  for  the  reconsideration  of  Paul  Machove,  Program  Analyst, 


the  medical  necessity  determinations  of  PSROs  and  the  review  of  such  re¬ 
considerations  by  Statewide  Professional  Standards  Review  Councils. 

B.  Why  Significant  This  regulation  would  clarify  the  process  for  appealing 
PSRO  determinations.  In  addition,  there  is  strong  public  interest  in  complet¬ 
ing  regulations  for  PSROs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  1972  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Sec.  1159(a)  of  the  Social  Security  Act  (42  U.S.C.  1320C-8); 


IRB.  DPR.  HSOB,  1st  Fir., 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207  301-594-3980. 


Sec.  249F  of  Pub.  L  92-603. 

F.  Chronology:  NPRM  was  published  on  March  5,  1979  (44  FR  12067).  The 
comment  period  closed  on  May  4, 1979. 


Final  Rule  July-September  1980. 


HCFA-4— Medicare/Medicaid  Program:  Hos¬ 
pital  Utilization  Review— Revised  Require¬ 
ments  and  Procedures  for  Utilization 
Review. 


Fir.,  Dogwood  East  Bldg., 
1849  Gwynn  Oak  Ave., 
Baltimore,  MO  21207  301- 
594-3980. 


A.  Descriplion:  The  regulations  would  revise  requirements  and  procedures  for  Beverly  Christian,  Program 
utilization  review  in  health  care  institutions  participating  in  Medicare  and  Analyst,  IRB,  DPR,  HSQB,  1st 
Medicaid  programs.  These  regulations  would  provide  for  review  of  the  medi¬ 
cal  necessity  of  admissions  and  continued  stays,  the  appropriateness  and 
quality  of  patient  care,  and  the  effectiveness  of  utilization  of  facility  and 
health  professional  services. 

B.  Why  Significant:  This  regulation  would  assure  quality  care  by  establishing 
requirements  for  conducting  concurrent  and  retrospective  review  of  the 
health  care  provided  to  Medicare  beneficiaries  and  Medicaid  recipients. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1976  amendments  to  the  Social  Security  Act  re¬ 
garding  utilization  review  requirements  in  hospitals  not  covered  by  PSROs. 

E  Legal  Basis.  Sec.  1903(g)(1)(C)  of  the  Social  Security  Act;  Sec.  110  of  Pub. 

L,  94-182. 


F.  Chronology:  NPRM  was  published,  on  March  3, 1980.  Conection  Notice  was 
published  on  May  2, 1980.  Comment  period  closes  July  1, 1980. 


Final  Rule  fiscal  year  1981. 


HCFA-5— Medicare-Medicaid  Program:  Vali¬ 
dation  of  Accreditation  Surveys  of  Hospi¬ 
tals— Requirements  for  Review  of  Health 
Care. 


HCFA-6— Medicare/Medicaid  Program;  Con¬ 
ditions  of  Participation  for  Hospitals— Re¬ 
vised  Conditions  for  Participation. 


A.  Description:  The  regulation  authorizes  surveys  to  validate  whether  Medicare 
hospitals  that  have  been  accredited  by  the  Joint  Commission  on  Accredita¬ 
tion  of  Hospitals  (JCAH)  or  the  American  Osteopathic  Association  (AOA)  are 
meeting  the  specific  Medicare  statutory  and  regulatory  conditions  for  partici¬ 
pation. 

B.  Why  Significant  This  regulation  will  provide  for  consultation  with  JCAH  and 

AOA  before  the  Secretary  could  promulgate  standards  that  are  higher  or 
more  precise  than  those  used  by  JCAH  or  AOA.  * 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  Department  will  set  new  policy  that  requires  modified  regulation. 
The  intent  is  to  expand  and  clarify  the  regulatory  provisions  concerning  the 
effect  of  JCAH  and  AOA  hospital  accredlation. 

E.  Legal  Basis:  Secs.  1102,  1861(b),  1864,  1865,  and  1871  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  1302,  1396(e),  1895aa,  I395bb.  I395hh,  and  1395rr). 

F.  Chronology:  NPRM  was  published  on  April  27,  1979  (44  FR  25186).  The 
comment  period  closed  on  June  26. 1979. 


Romes  Calhoun,  Standards  and 
Certification  Analyst,  HSQB, 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-9714. 


A.  Description:  This  regulation  would  revise  conditions  of  participation  for  hos¬ 
pitals  in  Medicare  and  Medicaid.  It  would  simplify  the  language  and  update 
the  requirements  to  reflect  changes  in  legislation  and  advances  in  technol¬ 
ogy. 

B.  Why  Significant  This  regulation  would  simplify  the  regulatory  requirements 
hospitals  must  meet  to  be  certified  for  participation  in  Medicare  and  Medic¬ 
aid.  The  amendments  are  intended  to  hold  down  costs  while  maintaining  an 
acceptable  level  of  patient  care. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  add  greater  requirements  for  accountability  while  allowing  flexibil¬ 
ity  for  hospitals  in  performing  administrative  and  managerial  functions;  and 
to  implement  the  1975  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1102,  1861(e),  1861(f),  1661(g),  1664,  and  1691  of  the 
Social  Security  Act  (42  U.S.C.  1302,  1395  et  seq.);  Sec.  102  of  Pub.  L.  94-^ 
182. 


Marc  Thomas,  Standards  and 
Certification  Analyst,  HSQB, 
2nd  Floor,  Dogwood  East 
Bldg.,  1649  Gwynn  Oak  Ave. 
Baltimore,  MD,  21207  301- 
594-9714. 


F.  Chronology:  (^neral  Notice  published  on  November  2,  1977  (42  FR 
57351). 


Final  Rule  July-September  1980, 


Proposed  Rule  AprII-June  1980. 


HCFA-7— Medicare /Medicaid  Program: 

Funding  of  Professional  Standards  Review 
Organizations  (PSRO)  Hospital  Review- 
Method  for  Reimbursing  Cost  of  Hospital 
Review. 


Program  Oper.,  HSQB, 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-1322. 


A.  Description:  This  regulation  sets  forth  a  new  method  for  reimbursing  the  Martha  Pouderoyen,  Program 
cost  of  hospital  reviews  by  PSROs.  It  applies  to  review  of  hospital  care  pro-  Analyst.  PMB,  Div.  of  PSRO 
vided  to  patients  eligible  under  the  Medicare,  Medicaid,  and  Maternal  and 
Child  Health  and  Crippled  Children's  Programs. 

B.  Why  Significant  This  regulation  will  set  budget  limitations  on  the  amount 
that  can  be  spent  lor  PSRO  hospital  review  by  providing  for  an  annual 
areawide  budget  ceiling  lor  each  PSRO. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1975  amendments  of  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1168,  l81S(b),  and  166l(w)  of  the  Social  S^urity  Act; 

Sec.  112  of  Pub.  L.  94-182. 

F.  Chronology:  NPRM  was  published  on  May  7,  1979  (44  FR  26769).  The 
comment  period  closed  on  July  6, 1979. 


Final  Rule  July-September  1980. 
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Summary 


Contact 


Decision  quarter 


HCFA-S— Medicare/Medicaid  Program:  Con-  A.  Description:  These  regulations  set  iorth  criteria  governing  the  acquisition,  Tony  Trone,  Legal  Analysts.  Final  Rule  October-Oecember 


OPDC.  HSQB.  2nd  Floor. 
Dogiwood  East  Bldg..  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-597-2753. 


fidentiality  and  Disclosure  o(  Information  of  protection,  and  disclosure  of  information  obtained  or  generated  by  PSROs.  OPDC.  HSQB.  2nd  Floor,  1980. 

Professional  Standards  Review  Organiza-  B.  Why  Significant  These  regulations  place  limits  on  the  disclosure  of  PSRO 
tions  (PSROs)— Criteria  Governing  Confi-  information  and  establish  penalties  for  unauthorized  disclosure.  These  regu- 

denhality  and  Disclosure  of  Information.  latkms  are  intended  to  assure  that  PSROs  have  access  to  necessary  infor¬ 

mation,  that  confktental  information  is  adequately  safeguarded  and  that  the 
information  may  be  used  as  effectively  as  possible. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act 

E.  Legal  Basis:  Secs.  1166<a)  of  the  Social  Security  Act  Sec.  5<h)  of  Pub.  L 
95-142. 

F.  Chronology:  Interim  regulation  was  published  on  January  16,  1978  (43  FR 
2262).  NPRM  was  published  on  January  15.  1979  (44  FR  3058).  The  com¬ 
ment  period  closed  on  March  16, 1979. 

HCFA-11  —  Medicare  /  Medicaid  Program:  A.  Description:  This  regulation  expands  standards  for  protection  of  personal  Janice  Caldwell,  Director,  DLTC,  Rnal  Rule  Jufy-September  1980. 


Safeguards  for  Patient  Funds— Procedures 
for  Protection  of  Funds. 


HSQB,  2nd  Floor.  Dogwood 
East  Bldg.,  1849  Gwynn  Oak 
Ave.,  Baltinnore,  MD  21207 
301-594-5014. 


furrds  of  Medicare  and  Medicaid  patients  in  skilled  nursmg  facilities  and  irv 
termediate  care  facilities. 

B.  Why  Significant  The  regulation  will  curtail  the  reported  misuse  of  patient 
funds  and  assure  that  personal  funds  are  fully  accounted  for  and  made 
available  to  patients  when  they  need  them.  In  addition,  there  is  strong  public 
interest  in  adequately  safeguarding  patient  funds. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1977  and  1978  amendments  to  the  Social  Security 

'  '  Act. 

E.  Legal  Basis:  Sec.  186l(j)(14)  of  the  Social  Security  Act;  Sec.  21(a|  of  Pub. 

L.  95-142;  Sec.  8(a)  of  Pub.  L  95-292. 

F.  Chronology:  NPRM  was  published  on  September  1,  1978  (43  FR  39154). 

The  comment  period  closed  on  October  31, 1978. 

HOFA-13  —  Medicare  /  Medicaid  Program:  A.  Description:  The  proposed  regulations  would  recodify,  revise  and  consolt-  J.  Richard  Lenehan.  Jr., 


Conditions  of  Participation  for  Skilled  Nurs¬ 
mg  Facilities  (SNFs)  and  Intermediate  Care 
Facilities  (iCFs)— Conditions  of  Participa¬ 
tion. 


Program  Antfyst  HSQB,  2nd 
Fir..  Dogwood  East  Bldg.. 
1849  Gwynn  Oak  Ave., 
Baltimore,  MD  21207,  301- 
594-7651. 


Proposed  Rule  April-June  1980. 


date  present  regulations  governing  conditions  of  participation  for  skilled 
nursing  and  intermediate  care  facilities  under  the  Medicaid  and  Medicare 
programs. 

B.  Why  Sigrtificant  This  regulation,  wiH  locus  on  patient  care,  prorrmte  cost 
containment  while  improving  quality  care,  and  achieve  more  effective  com¬ 
pliance. 

C.  Regulatory  Analysis:  Yes.  being  conducted. 

D.  Need:  Change  in  methods  of  delivering  health  care  and  the  need  to  control 
the  most  of  long  term  care  while  improving  quality  patient  care. 

E.  Legal  Basis:  Secs.  1102,  1814,  1832.  1833,  1861,  1863.  1865.  1866.  and 
1871  of  the  Social  Security  Act  (42  U.S.C.  1302.  1395,  1395f.  1395k,  1395x, 

139SZ.  1395bb.  139Scc,  1395hh.  1396(d)(8).  and  1905(c)). 

F.  Chronology:  Notice  was  published  on  June  8, 1978  (43  24873). 

HCFA-1 5— Medicare/Medicaid  Programs:  A.  Descnpfidn.- The  regulation  would  propose  requirements  for  fire  extinguish-  Robert  Jevec.  Program  Analyst,  Proposed  Rule  April-June  1960. 


HSQB.  2nd  F)r.,  Dogwood 
East  Bldg.,  1849  Gwynn  Oak 
Ave.,  Baltimore.  MD  21207, 
301-594-3314. 


Sprinkler  Systems  for  Long  Term  Care  ment  systems  in  skilled  nursmg  and  intermediate  care  facifities. 

Facilities— Requirements  for  Fire  Extin-  B.  Why  Significant  Automatic  extinguishment  systems  are  an  important  aspect 
guishment  Systems.  to  patient  safety  in  long  term  care  facilities,  but  are  also  costly  to  mstall: 

especialty  in  existing  facilities. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Concern  by  the  public  to  extent  requirements  for  automatic  extin¬ 
guishment  systems  to  all  facilities. 

E.  Legal  Basis:  Secs.  1102,  and  1861(j)  (13)  of  the  Social  Security  Act  (42 
use.  1302.) 

F.  Chronology:  Notice  of  Intent  was  published  on  December  6.  1978  (43  FR 
57166.  The  comment  period  closed  on  January  30, 1979. 

HCFA-16— Medicare/Medicaid  Program:  Ter-  A.  Description:  The  regulation  would  amerxf  the  Medicaid  regulations  concern-  Stanley  Katz,  Director,  DTPL, 


mination  of  Federal  Financial  Participation 
(FFP)  in  Long  Term  Care  Facilities— 
Change  of  FFP  Requirements. 


BPP,  Rm.  190  EHR,  6401 
Security  Bhrd..  Baltimore.  MD 
21235.  301-594-9595. 


Proposed  Rule  July-September 
1980. 


ing  Federal  financial  participation  (FFP)  in  cases  where  a  Medicaid  nursing 
home’s  provider  agreement  is  not  renewed  or  is  terminated  because  the 
home  is  out  of  compliance  with  Federal  requiremertts. 

B.  Why  Significant  Guidelines  for  the  termination  of  FFP  in  long  term  care 
facilities. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  This  regulation  is  needed  to  establish  a  uniform  nationwide  Medicaid 
policy. 

E.  Legal  Basis:  Sec.  1102  of  the  Social  Security  Act  (42  U.S.C.1302). 

F.  Chromlogy.  The  proposal  is  currently  being  developed.  When  it  is  complet¬ 
ed  it  wilt  be  submitted  to  the  Department  for  approval. 

HCFA-1 7— Medicare  Program:  Radiological  A.  Description:  This  regulation  broadens  the  scope  of  the  radiology  services  Henry  J.  Hehir,  Orector,  DMSLP,  Final  Rule  July-September  1980. 


Services— Procedures  for  Reimbursement. 


BPP.  HCFA,  Rm  489  EHR. 
6401  Security  Blvd.,  Baltimore. 
MD  21235,  301-594-8561. 


for  which  Medicare  will  reimburse  at  100  percent  of  reasonable  charges. 

B.  Why  Significant  This  regulation  will  help  simplify  reimbursement  procedures 
and  facilitate  claims  processing  by  hospitals  and  Medicare  carriers  and  inter¬ 
mediaries  for  inpatient  radiology  services. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Administrative  simplicity. 

E.  Legal  Basis:  Sec.  1833(a)(1)(B)  of  the  Social  Security  Act;  Sec.  131  of  Pub. 

L.  90-248. 

'  F.  Chronology:  NPRM  was  published  on  January  25.  1979  (44  FR  5162).  The 

comment  period  closed  on  March  26,  1979. 

HCFA-1 8— Medicare  Program;  Rermburse-  A.  Oesc/rptm;  This  regulation  would  establish  qualifying  conditions  and  princi-  Frank  E.  Emerson.  Program  Proposed  Rule  April-June  1980. 


ment  Prepaid  Health  Plans- Conditions 
and  Principles  of  Reimbursement. 


pies  of  reimbursement  for  Health  care  prepayment  plans  (HCPPs),  other 
than  health  maintenance  organizations,  (HMOs),  which  elect  to  receive  reim¬ 
bursement  under  the  Medicare  Supplementary  Medical  Insurance  Program. 

B.  Why  Significant  The  requirements  on  this  regulation  for  HCPPs  are  similar 
to 'the  extent  possible,  to  those  provided  by  the  Medicare  payment  for 
HMOs  reimbursed  on  a  reasonable  cost  basis. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  consistency  in  qualifying  conditions  and  reimbursement  princi¬ 
ples  will  assure  uniform  treatment  of  both  these  types  of  prepayment  organi¬ 
zations  under  Medicare. 

E.  Legal  Basis:  Secs.  1802  and  1833(a)(1)(A)  of  the  Social  Security  Act 

F.  Chronology:  The  proposal  is  currently  under  review  in  the  Department. 


Analyst,  BPP,  Rm.  1-A-1 
ELR,  6401  Security  Blvd., 
Baltimore,  MD  21235.  301- 
597-2968. 
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HCFA-21 — Medicare  Program:  Provider  Re-  A.  Description-  This  regulation  would  propose  criteria  tor  reopening  certain  Stanley  Katz,  Director,  DTPL,  Proposed  Rule  October- 
Imbursement  Determinations— Criteria  and  provider  cost  reimtxjrsemem  determinations.  It  would  also  propose  proce-  BPP,  Rm.  t90  EHR,  6401  December  1080. 

Procedures  for  PRRB  Hearings  and  Deci-  dures  for  fmat  review  of  Provider  Reimbursement  Review  Board  (PRRB)  de-  Security  Blvd.,  Baltimore,  MD 

sions.  cisions.  21235, 301-594-9595. 

B.  Why  Sigr^icant  Include  more  detailed  gukielines  fcH  PRRB  decisions  and 
bearings. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  streamline  procedures  and  to  resolve  a  number  of  problems 
which  have  been  identified  through  experience  under  current  regulations. 

E.  Legal  Basis:  Secs.  1102,  lB6l(v)(t)(A)(ii),  and  1878(f)(1)  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  139500.) 

F.  Chronology:  NPRM  was  published  on  February  14,  1980  (45  FR  9953).  The 
comment  period  closed  on  April  14, 1980. 

HCFA-22— Medicare  Program:  Fiscal  Inter-  A.  Desorption:  These  regulations  recodify  existing  regulations  dealing  with  Irvin  Robertson,  (director,  DP,  Final  Rule  Aprtf-June  1980. 
med«ry  Pertormanc^— Standards,  Criteria,  contracts  between  the  Secretary  and  Medicare  fiscal  intermediaries.  They  OPA,  BPO,  Rm.  264  EHR, 

'  and  Procedures  lor  Performance  of  Inter-  also  specify  standards,  criteria,  and  procedures  for  determming  the  efficien-  6401  Security  Blvd.,  Baltimore, 

mediaries.  cy  and  effectiveness  of  those  intermediaries  arxl  for  assigning  providers  to  MD  21235,  301-594-8(X)3. 

intermediaries.  * 

B.  Why  Significant  This  regulation  would  provide  that  a  decision  to  enter  into, 
review,  or  terminate  an  intermediary  agreement  must  be  based  on  a  finding 
made  after  applying  the  required  standards  and  criteria  that  in  the  particular 
instance  would  be  in  the  best  interests  of  the  program.  It  also  gives  the 
Secretary  the  authority,  after  applying  the  appropriate  standards  and  criteria, 
to  assign  or  reassign  a  provid^  to  a  fiscal  intermediary  and  designate  a  na¬ 
tional  or  regional  interm^iary  to  service  a  class  of  providers. 

C.  Regulatory  Anaylsis:  Not  required. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1102,  1816,  1842,  1961(u),  1971,  and  1975  of  the  Social 
Security  Act;  Sec.  14  of  Pub.  L.  95-142. 

F.  Chronology:  NPRM  was  published  on  November  9,  1978  (43  FR  52256). 

The  comment  period  closed  on  January  8,  1979. 

HCFA-23 — Medicare  Program:  Durable  Medi-  A.  Description:  This  regulation  s|>ecifies  criteria  (or  requiring  purchase  (on  a  Paul  Riesel,  Branch  Chief,  Final  Rule  AptM-June  1980. 
cal  Equipment  (DME) — RequirementB  tor  lease  purchase  or  other  basis)  of  an  item  .of  durable  medical  equipnient  PPRB,  BPP,  Rm.  1-E-5  ELR, 

Purchase  of  DME.  when  purchase  would  be  less  costly  or  more  practical  than  rental.  Proce-  6401  Security  Blvd.,  Baltimore, 

dures  are  proposed  (or  waiving  the  purchase  requirement  and  coinsurance  MD  21235,  301-697-1843.. 
in  specific  circurristances. 

B.  Why  Significant:  This  regulation  would  reduce  program  costs  caused  by 
loTig  and  costly  rentals  of  equipment  and  reduce  undue  expenses  of  benefi¬ 
ciaries  who  must  pay  annual  deductibles  and  coinsurarice  when  equipment 
is  rented  over  an  extended  period  of  time. 

C.  Regulatory  Anaylsis:  Not  required. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E- Legal  Basis:  Secs.  1102,  and  1833(f)  of  the  Social  Security  Act  (42  U.S.C. 

1302  and  1395(f));  Sec.  16  of  Pub.  L.  95-142. 

F.  Chronology:  NPRM  was  published  on  CJecember  14,  1978  (43  FR  58390). 

The  comment  period  closed  on  February  1,  1979. 

HCFA-25— Medicare  Program:  Part  A  Entitle-  A.  Desorption:  This  regulation  would  clarify,  simplify  and  update  existing  regu-  Luisa  Igfesias,  Regulation  Final  Rule  FY  81. 

merit  and  (Copayments— C^rification  of  Eli-  latiorts  pertaining  to  (1)  entitlement  to  Medicare  hospital  insurance  for  cer-  Analyst  BPP,  357G  Humphrey 

gibMy  Requirements.  tain  groups  and  (2)  the  Medicare  inpatient  hospital  coinsurance,  the  post-  Bldg.,  Washington,  D.C. 

hospital  extended  care  coinsurance,  and  the  blood  deductible.  20201,  202-426-4055. 

B.  Why  Significant  Beneficiaries  and  potential  beneficiaries  can  more  easily 
understarxf  the  conditions  that  would  make  them  eligible  for  Medicare  and 
how  much  money  they  would  have  to  contribute  toward  the  cost  of  their 
hospital  care. 

C.  ReguPtory  Analysis:  Not  required. 

D.  Need:  To  clarify  certain  portions  of  the  Medicare,  Part  A  regulations  so  that 
beneficiaries  arid  potential  beneficiaries  can  nxire  easily  understand  the 
corKfitions  that  would  make  them  eligible  for  Medicare  and  how  much 
money  they  would  have  to  contribute  toward  the  cost  of  their  hospital  care. 

E.  Legal  Basis:  Secs.  226,  1102,  1813  and  1871  of  the  Social  Security  Act  (42 
U.S.C.  426,  426a.  1302,  1395e,  and  1395hh). 

F.  Chronology:  NPRM  was  published  on  May  30, 1980  (45  FR).  The  Comment 
period  clo^  on  July  30,  1980. 

HCFA-26— Medicare/Medicaid  Program:  Re-  A.  Descrptpn:  This  regulation  would  eliminate  the  requirement  that  a  provkJ-  William  J.  Goeller,  Chief,  PRB,  Final  Rule  July-September  1980. 
imbursement:  Internship  and  Residency  er’s  costs  be  reduced  by  the  amounts  of  certain  grants  arxl  donations  when  BPP,  Rm.  1-D-1  ELR,  6401 

Program — Orange  in  Reimbursement  Re-  calculating  the  reimbursement  allowed  urrder  Medicare,  Medicaid,  or  the  Ma-  Security  Blvd.,  Baltimore,  MD 

quirements.  ternal  and  C3iild  Health  Program.  These  grants  and  donations  are  those  21235,  301-597-1802. 

which  support  approved  internship  arnf  residency  programs  in  family  prac¬ 
tice,  general  medicine,  and  general  pediatrics. 

B.  Why  Significant  The  regulation  would  allow  prividers  to  realize  the  fuM 
benefit  of  grants  for  primary  care  residency  programs  by  not  deducting 
these  grants  from  incurred  provider  cost  before  determining  Medicare  and 
Medicaid  reimbursement. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  avoid  nullifying  the  purpose  of  S|3ecific  grants  for  primary  care 
internship  and  residency  programs. 

E.  Legal  Basis:  Secs.  1102, 1814(b)  and  1833(a)(2)  of  the  Social  Security  Act. 

F.  Chronotogry;  NPRM  was  published  on  August  10,  1979  (44  FR  47117).  The 
comment  period  closed  on  October  9, 1979. 

HCFA-27— Medicare  Program:  Teaching  A.  Description:  This  regulation  proposes  criteria  under  which  Medicare  would  Bill  Birney,  Chief.  PPfl  Section,  Proposed  Rule  Aprif-June  1980. 

Hospitals'  Physicians  Costs— Oiteria  for  pay  reasonable  charges  for  physician  services  in  teaching  hospitals  or  BPP,  Rm.  1-E-5,  ELR,  6401 

Payments  to  Teaching  Hospitals.  would  reimburse  teaching  hospitals  for  the  reasonable  costs  of  physician  Security  Blvd.,  Baltimore,  MD 

services.  It  would  also  specify  the  manner  and  extent  to  which  payments  21235,  301-594-5431. 
would  be  made  for  certain  medical  school  costs  and  for  services  of  volun¬ 
teer  physicians. 

B.  Why  Significant  The  regulation  provides  that  the  reasonable  cost  of  physi¬ 
cian  services  would  be  based  on  that  portion  of  each  physician's  total  com¬ 
pensation  which  is  properly  attributable  to  furnishing  services  to  Medicare 
beneficiaries;  and  specifies  the  conditions  under  which  physician  services  in 
a  teaching  hospital  may  be  reimbursed  on  a  reasonable  charge  basis  under 
the  "grandfather  clause"  or  "private  patient"  exceptions. 
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,  ,  C.  Regulatory  Analysis: 

.  D. /VeerT;  To  impier^t  the  1972  amendments  to  the  Social  Security  Act  ' 

E.  Legal  Basts:  Secs.  1842(b)(3)  and  1861(b)(7)(A)  of  the  Social  S^rity  Act 
Sec.  227  of  Pub.  L.  92-603. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  D^artment  for  approval. 

HCFA-28— Medicare  Program:  Special  Care  A.  Desorption:  These  regulations  refine  the  definition  of  hospital  special  care  William  J.  GoeHer,  Chief,  PRB,  Firral  Rule  April-June  1980. 

Units — Clarifies  Definitions  and  Reimburse-  units  and  clarify  the  requirements  for  their  reimbursement  under  the  Me<fi-  BPP,  Rm.  1-D-1  ELR,  6401 

ment  Procedures.  care  program.  Security  Blvd.,  Baltimore,  MD 

B.  Why  Significant  The  amendments  to  the  current  regulation  will  expand  21235,  301-597-1802. 
upon  the  general  requirements  for  special  care  units,  and  set  specific  re¬ 
quirements  of  nursing  care  which  they  must  provide  to  be  considered  spe¬ 
cial  care  units  for  Medicare  program  reimbursement  purposes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Clarity  the  intent  of  the  regulation  that  the  term  “special  care  unit’* 
applies  only  to  those  units  rendering  a  level  of  care  that  is  comparable  to 
intensive  care. 

E.  Legal  Basis:  Secs.  1102,  1814(b),  1B61(v),  and  1871  of  the  Social  Security 
Act  (42  U.S.C.  1302, 13951, 1395x.  and  1395hh). 

F.  ChronokJ^  NPRM  published  on  May  16,  1979  (44  FR  28768).  The  com¬ 
ment  period  closed  on  July  16, 1979. 

A.  Description:  The  regulation  limits  the  amount  a  provider  may  be  reimbursed  Paul  Trimble,  Branch  Chief,  Final  Rule  July-September  1980. 

on  the  basis  of  charges  when  it  obtains  services,  facilities,  and  supplies  Accounting  Policy  Branch, 
from  an  organization  related  to  the  provider  by  common  ownership  or  corv  BPP,  Rm.  1-G-1  ELR,  6401 
trot.  Security  Blvd.,  Baltimore,  MD 

B.  Why  Significant  The  regulation  clarifies  the  meaning  and  intent  of  the  regu-  21235,  301-594-8640. 
lation  by  defining  terms  and  adding  explanatory  language. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  make  the  regulation  more  understandable  to  the  public,  and  to 
reduce  those  areas  of  misinterpretation  which  causes  dispute  in  administra¬ 
tion. 

E.  Legal  Basis:  Secs.  1102,  1861(v),  and  1871  of  the  Social  Security  Act  (42 
U.S.C.  1302,  1395o(u).  and  1395hh). 

F.  Chronology:  NPRM  was  published  on  January  26,  1979  (44  FR  5479).  The 
comment  period  closed  on  March  27, 1979. 

A.  Description:  The  proposed  regulation  requires  that  networks  establish  goals  Mike  Baler,  Program  Analyst,  Final  Rule  July-September  1980. 

to  maximize  use  self-dialysis  and  kidney  transplantation  and  that  there  be  Office  of  End  St^ge  Renal 

at  least  one  patient  representative  on  each  network  coordinating  council  Disease,  OSP,  Rm.  1-D-3, 

and  executive  committee.  It  would  also  require  networks  to  submit  annual  Dogwood  West  Bldg.,  1848 
reports;  ESRD  facilities  to  make  individual  patient  information  available  to  Gwynn  Oak  Ave.,  Baltimore, 
tlW  network  medical  review  boards  upon  request;  and  that  network  meet-  MD  21235,  301-594-6530. 
mgs  be  advertised  and  open  to  the  public. 

B.  Why  Significant:  This  regulation  is  intended  to:  1)  given  ESRD  tratients  and 
the  general  public  a  more  active  role  in  network  decision  making  processes; 

2)  encourage  maximum  use  of  the  lower  cost  forms  of  treatment,  self-dialy¬ 
sis  and  kidney  transplantation:  and  3)  encourage  greater  objectivity  in  net¬ 
work  decision-making. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  t978  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Sec.  1881(c)  of  the  Social  Security  Act;  Pub.  L  95-292. 

F.  Chrorxrlogy:  NPRM  was  published  on  July  t8,  1979  (44  FR  41841).  The 
comment  period  closed  on  September  17, 1979. 

HCFA-31— Medicare  Program:  Incentive  Re-  A.  Description:  The  regulation  would  propose  methods  and  procedures  for  re-  Bernadette  Schumaker,  Chief,  Proposed  Rule  April-June  1980. 

imbursement  for  End-Stage  Renal  Disease  imbursing  providers  and  facilities  for  outpatient  renal  dialysis  services  pro-  Alter.  Reim.  Systems  Branch, 

,  (ESRD)  Services— Methods  and  Proce-  vided  to  ESRD  patients.  Rm.  1-A-1  ELR.  6401 

dures  for  Reimbursement.  ,  B.  Why  Significant  The  regulation  would  provide  for  prospective  payment  on  Security  Blvd.,  Balto.,  MD 

various  types  of  dialysis  treatment  through  national  rates,  periodically  adjust-  *  21235,  301-597-1048. 
ed.  The  rates  will  be  paid  subject  to  an  exception  process. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulation  provides  for  an  incentive  reimbursement  method  to 
encourage  economies  in  the  delivery  of  ESRD  services. 

E.  Legal  Basis:  Secs.  1102,  1814(b).  1833,  1861(v)(1),  1871.  and  1881  of  the 
Social  Security  Act  (42  U.S.C.  t302.  t39S(f),  1395e,  139S(b)(1),  1395hh  and 
1395rr). 

F.  Chronoibgy:  The  proposal  is  cunently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

A.  Descriptiorv  This  regulation  would  revise  current  rules  for  determining  Med-  Michael  Fiore,  Program  Analyst,  Final  Rule  July-September  1980. 

icaid  financial  eligibility  for  the  aged,  blind,  or  disabled  in  States  and  territor-  OMEP,  BPP,  Rm.  416  EHR, 
ies  using  more  restructure  eligibility  requirements  than  Supplemental  Secu-  6401  Security  Blvd.,  Baltimore, 
rity  Income  (SSI)  requirements.  MD  21235,  301-594-9127. 

B.  Why  Significant  The  regulation  would  require  these  States  and  territories  to 
cease  the  deeming  of  income  between  aged,  blind,  or  disabled  applicants 
(or  recipients)  and  their  spouses,  when  either  the  applicant  (or  recipient)  or 
his  or  her  spouse  is  institutionalized. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  a  court  order  by  the  Federal  District  Court  of  Colum¬ 
bia. 

E.  Legai  Basis:  Gray  Panthers  vs.  Secretary,  Department  of  Health,  Education, 
and  Welfare,  et  al.,  cure  cure  action  no.  78-0661;  Sec.  1102  of  the  Social 
Security  Act  (42  U.S.C.  1203). 

F.  Chronology:  NPRM  was  published  on  November  21,  1979  (44  FR  66855). 

The  comment  period  closed  on  January  21, 1980. 

HCFA-33— Medicare  Program:  Educational  A.  Description:  This  proposal  would  revise  the  regulation  governing  the  William  Goeller,  Chief,  Provider  Proposed  Rule  July-September 

Programs  Reimbursement— Clarification  of  amount  of  reasonable  cost  reimbursement  due  health  care  providers  under  Reimbursement  Br.,  BPP,  Rm.  1980. 

Reimbursement  Policy.  Medicare.  1-D-1  ELR,  6401  Security 

B.  Why  Significant  The  regulation  would  more  clearly  identify  the  provider  Blvd.,  Baltimore,  MO  21235, 

,  costs  for  approved  medical,  nursing,  and  paramedical  education  programs  301-597-1802. 

that  are  allowable  and  to  specify  procedures  for  calculating  a  provider’s  net 
costs  of  these  programs. 

C.  Regulatory  Analysis:  Not  required.  ' 


HCFA-32— Medicare  Program:  Deeming  of 
Income  Between  Spouses — Financial  Eligi¬ 
bility  Requirements. 


HCFA-30— Medicare  Program:  End-stage 
Renal  Disease  (ESRD)  Networks— Re¬ 
quirements  lor  ESRD  Networks. 


HCFA-29— Medicare  P.-ogram:  Reimburse¬ 
ment  to  Related  Organizations— Sets  Re¬ 
imbursement  Limits. 
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HCFA-41— Medicaid  Program  Medicaid  A.  Desaption:  The  regulations  would  amend  the  current  Medicaid  Quality  Carlton  Stockton,  Director,  Proposed  Rule  AprII-June  1970. 

Quality  Control  System  Expansion  of  Infor-  Control  (MQC)  regulations  by  requiring  States,  vnthin  specific  time  frames  to:  OQCR,  BQC,  2-E-5  ELR, 

mation  Requirements  for  Completion  of  (1)  complete  a  set  percentage  of  eligibility  reviews  (active  cases  and  nega-  6401  Security  Blvd.,  Baltimore, 

Reviews  and  Reports.  tive  case  actions);  and  (2)  submit  individual  case  review  findings.  MD  2123S,  301-597-1350. 

B.  Why  Significant  The  regulations  will  make  it  easier  for  States  to  understand 
and  operate  the  Medicaid  (Xiality  Control  program,  and  improve  Federal  and 
State  program  management  by  ensuring  timely  completion  of  reviews  and 
reports. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need;  The  regulations  are  needed  to  amend  Medicaid  Quality  Control  regu¬ 
lations  by  specifying  time  periods  for  completion  of  reviews  of  the  cases  in 
the  monthly  MQC  samples. 

E.  Legal  Basis:  Sec.  1 102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chronology:  The  proposal  is  currently  under  review  in  the  Department. 

HCFA-44— Medicare/Medicaid  Program;  A.  Description:  This  regulation  would  mandate  specific  requirements  for  the  Mendel  J.  Kaufman,' Chief,  Proposed  Rule  AprH-Jurre  1980. 

Psychosurgery— Requirements  for  Psycho-  performance  of  psychosurgical  procedures.  The  regulation  would  establish  a  Special  Cov.  Issues  Br.,  BPP, 

surgery  Procedures.  mechanism  for  assuring  that  any  psychosurgical  procedures  would  be  per-  Rm.  463  EHR,  6401  S^rity 

formed  with  appropriate  safeguards  and  offer  a  model  for  State  and  local  Blvd.,  Balto.,  MD  21235,  301- 
govemments  as  well  as  for  other  concerned  organizations.  594-8569. 

B.  Why  Significant  The  regulation  provides  specific  procedures  and  con¬ 
straints  in  regard  to  psychosurgical  procedures.  It  should  adequately  protect 
human  subjects  by  requiring  approval  by  a  panel  before  procedure  takes 
place. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  The  regulation  addresses  the  concern  of  the  public  and  Congress 
which  generated  the  report  by  the  National  (^mmission  for  the  Protection  of 
Human  Subjects  of  Biomedical  and  Behavorial  Research  in  psychosurgery. 

.  E.  Legal  Basis:  Sec.  1 102  of  the  Social  Security  Act,  (42  U.S.C.  1302). 

F.  Chronology:  The  proposal  is  currently  under  review  in  the  Department 

HCFA-45 — Medicaid  Program:  Verification  of  A.  Description:  This  regulation  vrould  require  all  Stales  to  implement  a  written  James  F.  Patton,  Director,  Final  Rule  FY  81. 

Services— Requirements  for  Written  Verifi-  verification  of  services  program  with  k^icaid  recipients  in  order  to  improve  DVPS,  OPV,  BQC,  Rm.  2-E-5 
cation.  the  capability  to  detect  and  deter  fraud  and  abuse.  ELR,  6401  Security  Blvd., 

B.  Why  Significant  The  regulation  will  further  clarify  State  Medicaid  agency  re-  Baltimore,  MD  21235,  301- 
sponsibilities  for  the  control  of  Medicaid  fraud  and  abuse  and  strengthen  the  594-8000. 
regulatory  requirements  so  that  States  can  adequately  meet  their  responsi¬ 
bilities. 

*  C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  The  Department  will  set  new  policy  that  requires  modified  regulation. 

The  intent  is  to  prevent  or  discourage  those  practices  which  increase  the 
cost  of  the  Medicaid  program  without  benefiting  Medicaid  recipients. 

E.  Legal  Basis:  Secs.  1102,  1902(a)(4)(A).  1902(a)(38),  1902(a)(30). 

1903(a)(6),  1903(b)(3).  1903(h).  and  1903(q)  of  the  Social  Security  Act  (42 
U.S.C.  1302, 1396(a)(4)(A).  and  1396a(a)(30)). 

F.  Chronology:  NPRM  was  published  on  December  2,  1979  (44  FR  75673). 

The  comment  period  closed  on  February  19, 1980. 

HO A-46— Medicare  Program:  Withholding  A.  Description:  This  regulation  would  clarify  due  process  procedures  that  must  James  F.  Patton,  Director,  Proposed  Rule  April-June  1980. 
Payments  to  Physicians,  Providers,  and  be  followed  when  payments  to  providers,  physicians,  and  suppliers  of  serv-  DVPS,  OPV,  BQC,  Rm.  2-E-5, 

Suppliers  of  Slices— Procedures  to  ices  under  the  Medicare  program  are  withheld  because  of  suspected  fraud  ELR,  6401  Security  Blvd., 

Safeguard  Due  Process.  or  willfull  misrepresentation.  Baltimore,  MD  21^5, 301- 

B.  Why  Significant  The  regulation  witt  clarify  existing  procedures  by  eliminating  594-6000. 
ambiguities  and  assuring  that  due  process  requirements  are  met  without 
compromising  pertding  investigation  of  suspect^  fraud  or  willful  misrepre¬ 
sentation. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Current  regulations  do  not  provide  clear  notification  and  review  pro¬ 
cedures  necesary  to  satisfy  due  process.  The  regulation  will  establish  proce- 

''  dures  to  safeguard  Federal  financial  interest  as  well  as  the  due  process 

rights  of  the  affected  party. 

E.  Legal  Basis:  Secs.  1102  and  1871  of  the  Social  Security  Act  (42  U.S.C. 

1302  and  1395). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-47— Medicaid  Program;  Title  XIX  Ad-  A.  Description:  This  regulation  would  establish  State  plan  requirements  and  James  F.  Patton,  Director,  Proposed  Rule  April-June  1960. 
ministrative  Sanctions.  procedures  which  require  State  Medicaid  agencies  to  exclude  from  Medicaid  DVPS,  OPV,  BQC,  Rm.  2-E-S 

program  reimbursement  providers  who  defraud  or  abuse  the  Medicaid  pro-  ELR,  6401  Security  Blvd., 
gram.  Baltimore,  MD  21^5,  301- 

B.  Why  Significant  This  regulation  will  give  States  a  dear  regulatory  authority  594-6000. 
to  pursue  appropriate  administrative  sanctions  in  the  cases  of  fraud  or 

abuse. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act 

E.  Legal  Basis:  Secs.  1102, 1902(a)(4)(A),  and  1902(a)(30)  of  the  Social  Secu¬ 
rity  Act;  Pub.  L  95-142. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed  it  will  be  submitted  to  the  Diriment  for  approval. 

HCFA-49— Medicare/Medicaid  Program:  A.  Description:  The  regulations  require  all  hospitals  that  receive  payments  Bill  Cresswell,  ORDS,  Rm.  1-E-  Final  Rule  FV  81. 

SysieiV)  for  Hospital  Uniform  Reportir>g—  under  the  Medicare  and  Medicaid  programs  to  report  cost-related  informa-  6,  Oak  Meadows  Bldg.,  6340 

Requirements  for  Cost  Reporting.  tion,  such  as  cost  of  operation,  volume  of  services,  and  capital  assets,  in  a  Security  Blvd.,  Balto.,  MO 

prescribed  uniform  manner.  21207,301-597-2367. 

B.  Why  Significant:  The  purpose  is  to  obtain  comparable  cost  and  related  data 
on  an  partidpating  hospitals  for  reimbursement  effective  cost  and  policy 
analysis,  assessment  of  alternative  reimbursement  mechanisms  and  health 
planning. 

C.  Regulatory  Analysis:  Yes,  being  conducted. 

0.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act 

E.  Legal  Basis:  Secs.  1121, 1B61(v)(1)(F)  and  1902(a)(40)  of  the  Sodal  Secu-  ' 

rity  Act  (42  U.S.C.  1320(a));  Sec.  19  of  Pub.  L  95-142. 
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Trtle 

Summary  Contact 

Decision  quarter 

F.  Chmnology:  NPRM  was  published  on  January  23, 1979  (44  FR  4741).  The 
comment  period  closed  on  April  23,  1979.  A  new  NPRM  was  published  on  ^ 

March  19,  1980  (45  FR  17894)  because  of  the  large  number  of  comments 
received  in  response  to  the  original  notice  published  and  because  of  the  ex¬ 
tensive  changes  made  in  ttie  system.  The  comment  period  closed  on  May 
28, 1980. 

HC:FA-50— Medicare/Medicaid  Program:  A.  Description:  This  regulation  wfll  propose  uniform  systems  that  SNFs  and  Bill  Oesswell,  ORDS,  Rm.  1-E-  Proposed  Rule  FY  81. 

Skilled  Nursing  Facility/ Intermediate  Care  ICFs  participating  in  the  Medicaid  or  Medicare  program  must  use  to  report  6,  Oak  Meadows  Bldg.,  6340 

Facility  (SNF/ICF)  Urktorm  Cost  Report-  cost  of  operation,  volume  of  services,  and  capital  assets.  Security  Blvd.,  Balto,  MD 

irtg — Requirements  for  Cost  Reporting.  B.  Why  Significant  This  regulation  will  ertable  the  Department  to  obtain  com-  21207,  301-597-2367. 

parable  cost  and  related  data  on  all  participating  SNFs  and  ICFs  tor  effec¬ 
tive  cost  and  policy  analysis,  assessment  of  alternative  reimbursement 
mechanisms  and  health  planning. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminaty  study. 

D.  Aleedl- To  implement  the  1977  amendments  to  the  Social  Security  Act 

E.  Legal  Basis:  Secs.  1121, 1861(vK1)(F)  and  1902  (aK40)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1320a):  Sec.  19  of  Pub.  L  95-142. 

F.  Chronology:  The  propo^  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval 

HCFA-51— Medicare/Medicaid  Program:  A.  Description:  This  regulation  will  require  aH  hospitals  to  report  discharge  and  Bill  Cresswell,  ORDS,  Rm.  1-E-  Proposed  Rule  FY  81. 

Hospital  Discharge  and  Data  Reports— Re-  billing  ^ta  in  a  urtiform  manner.  6,  Oak  Meadows  Bldg.,  6340 

quirements  for  Discharge  and  Bill  Data  Re-  B.  Why  Significant  This  regulation  will  enable  the  Department  to  obtain  uni-  Security  Blvd.,  Balto,  MD 
ports.  form  discharge  and  bill  data  on  all  hospital  patients  in  order  to  conduct  ret-  21207,  301-597-2367. 

respective  profile  analysis,  and  to  sup^  cost  containment  legislation  and 
future  cost  control  efforts. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Secuity  Act. 

E.  Legal  Basis:  Secs.  1121,  1861(v)(l)(F),  and  1902  (a)(40)  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  1320a);  Sec.  19  of  Pub.  L  9.5-142. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  tor  approval. 

HC^A-52— Medicare/Medicaid  Program:  A.  Desorption:  This  regulation  will  require  all  SNFs/ICFs  to  report  discharge  Bill  Cresswell,  ORDS,  Rm.  1-E-  Proposed  Rule  FY  82. 

Skilled  Nursing  Facility/ Intermediate  care  and  biliing  data  in  a  unifom)  manner.  6,  Oak  Meadows  Bldg.,  6340 

Facility  (SNF/ICF)  Discharge  and  Bill  B.  Why  Significant  This  regulation  will  enable  the  Department  to  obtain  uni-  Security  Blvd.,  Balto.,  MD 
Data— Requirements  for  Discharge  and  Bill  form  discharge  and  bin  data  on  an  SNF/ICF  patients  in  order  to  conduct  ret-  21207,  301-597-2367. 

Data  Reports.  rospective  profile  analysis  and  to  support  cost  containment  legislation  and 

future  cost  control  effors. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  implerTient  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1121, 1801(v)(1)(F)  and  1902(a)(40)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1320a)  and  Sec.  19  of  Pub.  L  95-142. 

F.  Chronology:  The  proposal  is  currently  urrder  review.  When  the  review  is 
corrrpleted,  it  will  be  submitted  to  the  (^artment  for  approval. 

HCFA-53— Medicare/Medicaid  Program:  A.  Oescnjptiori.- This  regulation  win  propose  uniform  systems  that  HHA's  partid-  Bernard  Patashnik,  Director,  Proposed  Rule  FY  81. 

Home  Health  Agency  (HHA)  Cost  and  utili-  pating  in  the  Medicaid  or  Medicare  program  must  use  to  report  cost  of  oper-  DISR,  BPP,  Rm.  1-G-1,  ELR, 

zation  Requirements  tor  Co^  Reporting.  ation,  volume  of  services  and  capital  assets.  6401  Secu^  Blvd.,  Baltimore, 

B.  Why  Significant  This  regulation  will  enable  the  Department  to  obtain  com-  MD  21235,  301-597-1335. 
parable  cost  and  related  data  on  all  participating  HHAs  for  effective  cost 

and  policy  analysis,  assessment  of  alternative  reimbursement  mechanisms 
and  health  planning. 

C.  Regulatory  Analysis:  Yes,  being  conducted. 

D.  Need:  To  impteinent  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1121, 1661(v)(1)(F),  and  1902(a)(40)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1320a)  Sec.  19  of  Pub.  L.  95-142. 

F.  Chronrilogy:  The  proposal  is  currently  under  developntent.  When  it  is  com¬ 
pleted,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-54— Medicare/Medicaid  Program:  A.  Desorption:  This  regulation  will  require  all  HHAs  to  report  discharge  and  Bill  Cresswell,  ORDS,  Rm.  1-E-  Proposed  Rule  FY  81. 

Home  Health  Agency  (HHA)  Discharge  and  billing  data  in  a  uniform  manner.  6,  Oak  Meadows  Bldg.,  6340 

Bill  (}ata— Requirement  for  discharge  and  B.  Why  Significant  The  regulations  will  enable  the  Department  to  obtain  uni-  Security  Blvd.,  Balto.,  MD 
Bill  data.  form  discharge  and  bill  data  on  all  HHA  patients  in  order  to  conduct  retro-  21207,  301-597-2367. 

spective  profile  analysis,  and  to  support  cost  containment  legislation  anf 
future  cost  control  efforts. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need-  To  implement  the  1977  amendments  to  the  Srxxal  Security  A^ 

E.  Legal  Basis-  Secs.  1121, 1861(v)(lKF),  and  1902(a)  (40)  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  1302a);  and  sec.  19  of  Pub.  L.  95-142. 

F.  Chronolo^  The  proposal  is  currently  under  development  When  it  is  com¬ 
pleted,  it  will  be  submitted  to  the  Dep^ment  for  approval. 

HCFA-55 — Medicare/Medicaid  Program:  Use  A.  Description:  The  proposed  regulations  would  prohibit  use  of  Federal  funds  Mendell  J.  Kaufman,  Chief,  Proposed  Rule  April-June  1980. 
of  Federal  Funds  for  Certain  Prescribed  under  Medicare  and  Medicaid  for  certain  drugs  that  have  been  classified  as  SCIB,  BPP,  Rm.  463  EHR, 

Drugs— Requirements  for  Federal  Payment  less  than  effective  by  the  Food  and  Drug  Administration  and  drugs  that  are  6401  Security  Blvd.,  Balto., 

lor  Certain  Drugs.  illegal  in  interstate  commerce.  MD  21235,  301-594-8569. 

B.  Why  Spnificant  This  regulation  will  respond  to  concerns  of  public  interest 
groups  by  ensuring  that  sennees  provided  under  the  Medicare  and  Medicaid 
prof^ams  are  of  high  quality  and  that  Federal  funds  are  expended  in  an  ef¬ 
fective  and  responsible  manner. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  prohibit  Medicare  and  Medicaid  payments  tor  drugs  which  are  il¬ 
legal  in  interstate  commerce  or  ineffective. 

E.  Legal  Basis:  Secs.  1862(a),  1871,  and  1902  of  the  Social  Security  Act 

F.  Chronology:  The  proposal  is  cunently  under  review  in  the  Department. 
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HCFA-56— Medicare  Program:  Common  A.  Description:  This  regulation  would  prohibit  Federal  Matching  of  State  Medic-  Don  Novitski,  Chief,  PAB,  OSPE,  RnalRuleFYSI 
Audit  Requirements.  aid  costs  for  hospital  audits  if  they  duplicate  Medicare  audits,  and  would  BPO,  Rm.  25S  EHR,  6401 

define  audit  activities  for  purposes  of  determining  duplication.  It  would  also  Security  Blvd.,  Baltimore,  MO 
provide  that,  if  a  State  requests  Medicare  to  include  additional  items  in  the  21235,  301-594-9063. 
audit  at  the  approp^te  cost  or  if  a  State  performs  these  additional  activi¬ 
ties,  Federal  firiancial  participation  will  be  available  in  those  costs. 

B.  Why  Significant  This  regulation  would  eliminate  unnecessary  or  duplicative 
audits  completed  for  the  same  provider  by  Medicare  or  Medicaid  and  en¬ 
courage  sharing  of  audit  information. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  simplify  the  administrative  process  by  making  Medicare  and  Med-  * 
icaid  more  consistent  and  reducing  duplicative  audits. 

E.  Legal  Basis:  Secs.  1102  and  1903(a)(7)  of  the  Social  Security  Act  (42 
U.S.C.  1302  and  1396b). 

F.  Chronology:  NRPM  was  published  on  June  30,  1980  with  a  60  day  com¬ 
ment  period, 

HCFA-57— Medicaid  Program:  Medicaid  A.  Description:  This  regulation  would  require  States  to  establish  procedures  to  Guy  L  Harriman,  Jr..  Chief,  REB 

Overpayment  Reporting  Requirements.  identify  provider  overpayments  and  report  them  to  HCFA  on  a  timely  basis.  DRRE,  BPO,  Rm.  2-0-3  ELR, 

B.  Why  Significant:  This  regulation  would  assure  that  Medicaid  overpayments  6401  Security  Blvd..  Baltimore 

are  property  and  promptly  identified  and  allow  comparison  of  provider  over-  MD  21235,  301-594-8193. 
payments  in  the  Medicare  and  Medicaid  programs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  recover  inappropriate  payments  made  to  providers  under  the 
Medicaid  program 

E.  Legal  Basis:  Secs.  1102  and  1903(d)  of  the  Social  Security  Act  (42  U.S.C. 

1396b(d)). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  D^artment  for  approval. 

HCFA-58— Medicare  Program:  Cost  Report-  A.  Description:  This  regulation  would  propose  that  non-provider  based  HHAs  Fred.  Koenig,  Chief,  PAUPB,  Final  Rule  July-September  1980. 
kig  Requirements  for  Home  Health  Agen-  use  the  step-down  method  of  cost-finding  and  all  HHAs  use  a  single  method  ORP,  BPP,  Rm.  1-E-2  ELR, 

cies  (HHAs).  of  cost  apportionment  known  as  “cost-per-visit-by-type-of-service-method'’.  6401  Security  Blvd.,  Baltimore, 

B.  Why  Significant  This  regulation  would  improve  program  administration  and  MD  21235,  301-594-6612. 
reduce  costs  by  adopting  a  single  method  of  cost  finding  and  apportionment 
for  HHAs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  better  determine  the  costs  of  home  health  services. 

E.  Legal  Basis:  Secs.  1102,  1814(b),  1815,  1861(v),  1871  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1302, 1395f(b),  1395g,  1396x(v),  1395hh). 

F.  Chronology:  NPRM  was  published  February  15,  1980  (45  FR  10382).  The 
comment  period  closed  on  April  15, 1980. 

HCFA-59— Medicare  Program:  Limits  on  A.  Description:  This  regulation  would  set  forth  HCFA's  authority  to  establish 
Costs  and  Charges  for  New  Technology.  reasonable  charge  limitations  for  certain  items  and  senrices  under  the  Medi¬ 
care  program  if  the  standard  reasonable  charges  approach  (i.e.,  the  use  of 
customary  and  prevailing  charge  screens)  is  ineffective. 

B.  Why  Significant  This  regulation  would  reduce  excess  program  payment  by 
setti^  limits  on  cerUun  items  and  services  which  exc^  standard  reason¬ 
able  charges. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  a  clear  basis  for  setting  reimbursement  limits  on  certain 
items  and  services  under  Medicare. 

E.  Legal  Basis:  Sec.  1102, 1942(b)(3),  and  1871  of  the  Social  Security  Act  (42 
U.S.C.  1302, 1395u(b)(3)  and  1395hh). 

F.  Chronology:  The  proposal  is  currently  being  developed.  When  the  review  is 
completed,  it  wilt  be  submitted  to  the  Department  for  Approval. 

HCFA-60— Medicare  Program:  Limitations  on  A.  Description:  This  notice  would  establish  limits  on  the  amounts  on  which  Paul  Riesel,  Chief,  PPRB,  Proposed  Notice  July-September 

Reasonable  Charges  for  Computerized  To-  Medicare  reasonable  charge  reimbursement  for  computerized  tomography  DMSR,  ORP,  BPP,  Rm.  1-A-3  1980. 

mography  Scan  Services.  scans  is  based.  ELR.  6401  Security  Blvd., 

B.  Why  Significant:  This  regulation  would  reduce  inappropriate  program  pay-  Baltimore,  MD  21235,  301- 
ment  by  setting  limits  on  reimbursement  of  computerized  tomography  scan  597-1843. 

services. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  ensure  that  payments  for  computerized  tomography  scans  are 
made  at  an  appropriate  level. 

E.  Legal  Basis:  Sec.  1102,  1942(b)(3),  and  1871  of  the  Social  Security  Act  (42 
U.S.C.  1302, 1395u(b)(3)  and  1395hh). 

F.  Chronology:  The  proposal  is  currently  being  developed.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 


Deleted  Regulations 


Paul  Riesel,  Chief,  PPRB,  Proposed  Rule  April-June  1980. 
DMSR,  ORP,  BPP,  Rm.  1-A-3 
ELR,  6401  Security  Bhrd., 

Banimore.  MD  21235,  301- 
597-1843. 


.  Proposed  Rule  July-September 
1980. 

t 


Reason  for  deletion 


Professional  Standards  Review  Organizations 
(PSROs)  Sanctions  on  Providers  and  Prac¬ 
titioners— Procedures  for  Invoking  Sanc¬ 
tions. 

Certification  of  Separate  Cost— Entities— The 
Requirements  for  Certification. 

End-Stage  Renal  Disease  (ESRD)— Electrical 
Requirements  Revoked— Revoking  Unnec¬ 
essary  Requirements. 

Extension  of  Professional  Standards— Review 
Organization  (PSRO)  Review  to  Intermedi¬ 
ate  (3are  Facilities— Conditions  for  Review¬ 
ing  Quality  and  Necessity  of  Care. 


This  regulation  specifies  criteria  for  invoking  sanctions  against  a  health  care  practitioner  Firtal  rule  was  published  on  February  20.  1980  (HSFA- 
or  provider  who  claims  payment  for  services  which  are  medically  unnecessary  or  inap-  1). 
propriate,  do  not  meet  professionally  recognized  standards,  or  are  not  adequately 
doc<umented  as  to  rriedical  necessity  or  quality. 

This  regulation  would  have  proposed  conditions  under  which  a  component  which  pro-  Withdrawn  (HCFA-9). 
vkfes  typically  unskilled  care  within  a  hospital  may  be  certified  as  a  provider  distinct 

This  regula5w*wokes  requirements  for  emergency  generators  and  ground  fault  inter-  Final  nile  was  published  on  Apnl  10,  1980  (HCFA-10) 
rupters  in  freestanding  end-stage  renal  disease  centers  because  they  have  proven  un¬ 
necessary  for  health  and  safety.  .  ^  ^ 

These  regulations  set  forth  conditions  under  which  PSROs  wHI  assume  responsibility  Final  rule  was  published  on  February  22,  1980  (HCFA- 
from  State  Medicaid  agencies  for  reviewing  the  quality  and  necessity  of  health  care  12). 
services  provided  in  intermediate  care  facilities  (ICFs)  and  intermediate  care  facilities 
tor  the  mentally  retarded  (ICFs-MR). 
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Effective  Date  Provider  Agreement— Criteria 
for  Effective  Date  of  Provider  Agreemerrt 

Written  Notice  for  Non-Reimbursable  Serv¬ 
ices — Clarification  of  Beneficiary  Liability. 

Inpatient  Services— Foreign  Hospitals— Pro¬ 
cedures  and  Criteria  lor  Medicare  Pay¬ 
ments. 

Prohibition  Against  Reassignment— Proce¬ 
dures  to  Prohibit  Reassignment  of  Claims. 


Assignments  of  Benfits/Collection  of  Medical 
Support— Procedures  for  Assignment  of 
Benefits. 


Medicaid  Managment  Information  Systems 
(MMIS)/Additional  Data  Requirements— 
Procedures  to  Expand  or  Revise  MMIS  Re¬ 
quirements. 

Medicaid  Quality  Control  Fiscal  Allowance- 
Requirements  for  States  to  Reduce  Pay¬ 
ment  Error  Rates. 

Medicaid  Recodification:  General  Require¬ 
ments — Technical  Corrections. 


This  regulation  makes  policies  governing  the  beginning  effective  dates  of  nursing  home  Final  rule  was  published  on  April  4, 1980  (HCFA-14). 
provider  agreements,  and  the  effect  of  a  change  in  ownership  on  the  continuation  of 
Federal  payments  to  nursing  homes  identical  under  Medicare  and  Medicaid. 

This  regulation  clarifies  that  a  beneficiary  cannot  be  found  liable  for  certain  non-covered  Final  rule  was  published  on  November  29,  1979  (HCFA- 
items  or  services  if  he/she  has  not  been  notified  in  virriting  that  the  items  or  services  in  19).  ^ 

question  are  excluded  from  Medicare  coverage. 

This  regulation  sets  forth  procedures  and  criteria  for  Medicare  payments  for  qovered  in-  Final  rule  was  published  on  November  26,  1979  (HCFA- 
patient  senrices  furnished  to  beneficiaries  by  foreign  hospitals.  20). 

This  regulation  specifies  criteria  and  procedures  to  prohibit  providers,  physicians,  and  Final  rule  was  published  on  April  21,  1980  (HCFA-24). 
other  suppliers,  with  certain  exceptions,  from  assigning  claims  for  reimbursement  of 
services  to  other  persons  for  collection.  It  also  imposes  administrative  sanctions 
against  providers,  physicians,  and  suppliers  who  violate  this  prohibition. 

These  regulations  specify  new  procedures:  (1)  allowing  States  to  require  Medicaid  recipi-  Final  nile  was  published  on  February  11,  1980  (HCFA- 
ents  to  assign  th^  rights  to  private  insurance  payments  or  other  medical  support  to  40). 
the  States;  (2)  authorizing  child  support  enforcement  agencies  to  assist  in  coll^ion  of 
medical  supp^;  and  (3)  prohibiting  Federal  payment  to  any  Medicaid  recipient  who  is 
covered  by  a  private  health  insurance  policy  having  a  Mediciud  exclusion  clause. 

This  regulation  adds  flexibility  to  the  requirements  under  Medicaid  for  mechanized  claims  Final  rule  was  published  on  March  S,  1980  (HCFA-42). 
processing  and  information  retrieval  systems. 


This  regulation  sets  a  uniform  national  Medicaid  eligibility  error  target  rate  of  four  percent  Final  rule  was  published  on  January  25,  1980  (HCFA- 
to  be  achieved  by  all  States  by  September  30, 1982.  43). 

These  amendments  make  technical  corrections  to  the  rewritten  Medicaid  regulations  Final  rule  was  published  on  April  11,  1980  (HCFA-48). 
published  on  September  29, 1978  and  March  23,  1979. 


Title 


Summary 
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Decision  quarter 


Stanley  Katz,  Director,  DTPL, 
BPP,  Rm.  190  EHR,  6401 
Security  Blvd.,  Baltimore,  MD 
21235,  301-594-9595. 


HCFA-61— Medicare  Program:  Reconsider-  A.  Description:  This  regulation  would  clarify  and  redesignate  the  procedures 
ations  and  Hearings  for  Providers  and  Sup-  for  making  and  reviewing  determinations  that  affect  the  status  of  entities 
pliers.  that  participate  in  the  Medicare  program.  It  will  also  incorporate  substantive 

changes  relating  to  informal  reconsideration  procedures. 

B.  Why  Significant  This  regulation  would  be  easier  to  understand  and  elimi¬ 

nate  inconsistencies  between  Medicare  and  Medicaid  in  provider  appeals 
processes.  ,, 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  simplify  administration  and  assure  due  process  by  providing  uni¬ 
form  appeal  rights  within  Medicare. 

'  E.  Legal  Basis:  Secs.  1102,  1614(d),  1635<b),  1861(e).  1861(j).  1861(o), 

1861(p).  ie61(r).  1861(aa).  1862(d)  and  (e).  1866,  1669,  1671,  1872,  1876, 
and  1881  of  the  Social  Security  Act  (42  U.S.C.  1302,  1345x(j),  1395ii. 

1395mm.  1395y(d)  and  (e).  1395cc.  1395ff.  1395(h).  1395x(e).  1395x(o). 

1395x(p).  1395x(r).  I395x(aa),  1395hh.  and  1395rr). 

F.  The  proposal  is  currently  under  review.  When  it  is  completed,  it  will  be  sub¬ 
mitted  to  the  Department  for  approval. 

HCFA-62— Medicare  Program:  Recodifica-  A.  Description:  This  recodification  wiH  revise  certain  regulations  dealing  with 
tion:  Medicare  Entitlement  and  Benefits,  supplementary  medical  insurance.  It  will  clarify,  reorganize,  and  renumber 

the  eligibility  requirements,  enrollment  procedures  and  the  coverage  period, 
the  types  of  benefits  provided  and  the  limitations  on  these  benefits. 

B.  Why  Significant:  Periodic  review  of  existing  regulations  is  being  conducted 
to  make  sure  they  are  up  to  date,  easy  to  locate,  and  dear. 

C.  Regulatory  Analysis:  Note  required. 

D.  Need:  To  make  regulations  more  understandable  to  the  public. 

E.  Legal  Basis:  Sec.  1102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chronology:  NPRM  has  been  waived.  The  final  regulation  is  cunentty  under 
review.  Whm  review  is  completed,  it  will  be  submitted  to  the  Department  for 
approval. 

HCFA-63— Medicare  Program:  Recodifica-  A.  Description:  This  recodification  would  rewrite  and  renumber  the  provisions  Luisa  Iglesias,  Regulation 


Proposed  Rule  July-September 
1980. 


Limitations,  and  exclusions:  Supplementary 
Medical  Insurance. 


Mary  E.  Robinsoa  Program 
analysL  BPP,  Rm.  357G, 
Hubert  H.  Humphrey  Bldg., 
200  Independence  Ave.,  SW., 
Washington.  D.C.  20201, 202- 
426-3940. 


Final  Rule  July-September  1980. 


tion:  Medicare  Limitations  on  Exclusions  of 
Benefits. 


Analyst,  BPP.  Rm.  357G, 
Hubert  H.  Humphrey  Bldg., 
200  Independe^  Ave.,  SW., 
Washington.  D.C.  20201,  202- 
426-4055. 


that  identify  the  types  and  items  of  services  that  are  not  paid  for  by  Medi¬ 
care;  and  that  specify  the  circumstances  under  which  expenses  for  items 
and  services  usually  paid  lor  by  Medicare  may  not  be  reimbursed. 

B.  Why  Significant  Periodic  review  of  existing  regulations  is  being  corxfucted 
to  make  sure  they  are  up  to  date,  easy  to  locate,  and  dear. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  To  make  regulations  more  understandable  to  the  public 

E.  Legal  Basis:  Sec.  1102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chrorxilogy:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-64— Medicare  Program;  Recodifica-  A.  Description:  This  recodification  would  rewrite  and  renumber  procedures  for  Luisa  Iglesias,  Regulation 


Proposed  Rule  July-September 
1980. 


tion:  Medicare  Overpayments,  Recoveries, 
and  Withholding. 


Analyst,  BPP,  Rm.  357G. 
Hubert  H.  Humphrey  Bldg., 
200  Independence  Ave.,  SW, 
Washington,  D.C.  20^1. 


determining  and  adjusting  incorrect  payments  and  the  circumstances  under 
which  adjustment  wilt  be  waived  and  if  not  recovery  of  overpayments. 

B.  Why  Significant  Periodic  review  of  existing  regulations  is  being  conducted 
to  make  sure  they  are  up  to  date,  easy  to  locate,  and  dear. 

C.  Regutatory  Analysis:  Not  required. 

D.  Need:  To  make  the  regulation  more  understandable  to  the  public  and 
streamline  procedures. 

E.  Legal  Baste;  Secs.  1102  and  1871  of  the  Social  Security  Act  (42  U.S.C. 

1302  and  1395hh). 

F.  Chrotxilogy:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  wilt  be  submitted  to  the  Department  for  approval. 

HCFA-65 — Medicare  Program;  Recodifica-  A.  Description:  This  recodification  wilt  renumber  and  clarify  the  procedures  for  Luisa  Iglesias,  Regulation 


Proposed  Rule  July-September 
1980. 


tion:  Medicare  Provider  Reimbursement 
Determinations  and  Appeals. 


providers  or  their  legal  representatives  to  appeal  reimbursement  determina¬ 
tions  or  decisions  under  Medicare.  It  covers  time  constraints  for  filing  ap¬ 
peals,  parties  authorized  to  participate  at  each  hearing  level,  composition  of 
each  review  body  and  legal  aspects  of  hearing  and  appeals  system,  and 
procedures  for  reopening  determinations  and  decisions. 


AnalysL  BPP,  Rm.  357Q, 
Hubert  H.  Humphrey  Bldg., 
200  Independence  Ave.,  SW., 
Washington,  D.C.  20201,  202- 
426-4055. 


Final  Rule  October-Oecember 
1980. 
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Dttettd  Rcgulatlora— Coniinuwl 


Title 


Description 


Reason  lor  deletion 


B.  Why  SignHicant  This  recodHication  would  revise,  simplify,  clarify,  and  reor¬ 
ganize  existing  regulations. 

C.  Regulatoiy  Analysis:  Not  required. 

0.  Need:  to  make  the  regulation  more  understandable  to  the  public  and 
streamline  procedures. 

E.  Legal  Basis:  Secs.  1102,  1861(v)(lKA)(ii),  and  1878(f)(1)  of  the  Social  Se- 
cunty  Act  (42  U.S.C.  1302  and  1395oo). 

F.  Chronology:  NPRM  is  being  waived.  NPRM  with  proposed  policy  changes 
(HCFA-21)  affecting  these  regulations  was  published  on  February  14,  1980 
(45  FR  9953).  The  comnient  period  closed  on  Apnl  14, 1980. 


HC^A-86— Medicare  Program;  Recodifica-  A.  Description:  This  recodification  will  renumber  and  dartfy  the  provisions  re-  Luisa  Iglesias,  Regulation 
tion:  Medicare  CorKfitions  for  PaymenL  lating  to  the  cortditions  under  which  hospitai  insurance  and  supplementary  Analyst  BPP,  Rm.  357G, 

medical  insurance  payments  will  be  made. 

B.  Why  Significant:  This  recodification  would  revise,  simplify,  clarify  and  reor¬ 
ganize  existing  regulations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  make  the  regulation  understandable  to  the  public  and  streamline 
procedures. 

E.  Legal  Basis:  Secs.  1102  and  1871  of  the  Social  Security  Act  (42  U.S.C. 

1302  and  1395hh). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  win  be  submitted  to  the  b^artment  for  approval. 


Hubert  H.  Humphrey  BkJg., 
200  Independence  Ave.,  SW., 
Washington,  D.C.  20201,  202- 
426-4055. 


Proposed  Rule  July-September 
1980. 


HCFA-67— Medicaid  Program:  Requirements  A.  Description:  This  regulation  virould  waive  the  requirement  that  in  order  to  Raymond  T.  Johnson,  Chief,  Final  Rule  July-September  1980. 
for  Federally  Funded  Hysterectomies.  obtain  a  Fe^ally  funded  hysterectomy,  a  woman  must  acknowledge  re-  OCP,  Rm.  455  EHR,  6401 

ceipt  of  information  about  the  effects  of  a  sterilization  even  if  she  is  already  Security  Blvd.,  Baltimore,  MD 
sterile  or  requires  emergency  treatment.  21235,  301-594-9370. 

B.  Why  Signifi^t:  Existing  regulations  have  resulted  in  unnecessary  adminis¬ 
trative  burden  on  States. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  eliminate  administratively  burdensome  procedures  not  needed  to 
protect  patients. 

E.  Legal  Basis:  Secs.  1102,  1902(a)(13),  1905(a)(4)(C)  of  the  Social  Security 
Act  (42  U.S.C.  1302, 1396(a)(13)  and  1396(d)(4)(C)). 

F.  Chronology:  NPRM  is  being  waived.  The  final  is  currently  under  review. 

When  the  review  is  completed,  it  will  be  submitted  to  the  Department  for 
approval. 


HCFA-68— Medicare/Medicaid  Program:  Per-  A.  Description:  This  regulation  would  define  those  costs  that  may  be  charged 
missible  Charges  to  Patient  Funda  to  the  personal  funds  of  Medicare  and  Medicaid  patients  in  skilled  nursing 

or  intermediate  care  facilities. 

B.  Why  Significant:  This  regulation  would  safeguard  personal  funds  of  Medi¬ 
care/Medicaid  patients  in  nursing  homes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  Implement  P.L  95-142  (Medicare  and  Medicaid  Amendments  of 
1977). 

E.  Legal  Basis:  Sec.  1102  of  the  Social  Security  Act  (42  U.S.C.  1302);  Secs. 
21(b)  of  P.L.  95-142  and  8(c)  of  P.L.  95-292. 

F.  Chronology:  The  proposal  is  cun-ently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

A.  Description:  The  proposed  change  in  the  PSRO  area  designation  regula¬ 
tions  would  permit  area  redesignation  for  the  purpose  of  increased  adminis¬ 
trative  efficiency  and  remove  the  State  and  County  specific  PSRO  area  de¬ 
scriptions  from  the  regulations  and  publish  these  in  the  future  by  notice. 

B.  Why  Significant:  This  regulation  would  reduce  program  costs  for  PSRO 
management  and  promote  consolidation  of  PSRO  areas  where  appropriate. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  reduce  overall  cost  of  PSRO  review. 

E.  Legal  Basis:  Secs.  1102  and  1152  of  the  Social  Security  Act  (42  U.S.C. 
1302  and  1320c(1). 

F.  Chronology:  The  proposal  is  currently  under  review. 

A.  Description:  This  regulation  would  redesignate  PSRO  areas  in  California  in 
order  to  combine  PSRO  Areas  XiX  and  XXIII.  It  will  also  facilitate  initiation  of 
PSRO  activity  in  the  currently  uncovered  area  of  Los  Angeles,  California. 

B.  Why  Significant:  This  regulation  would  achieve  a  more  effective  coordineh 
tion  between  PSROs  and  Medicare/ Medicaid  fiscal  agents  and  a  higher 
degree  of  congruence  with  the  Health  Service  Area  designations. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  To  facilitate  initiation  of  PSRO  activity  in  the  currently  uncovered  por¬ 
tion  of  Los  Angeles  County  and  achieve  a  higher  degree  of  congruence  with 
the  Health  Service  Area  designations. 

E.  Legal  Basis:  Secs.  1102  and  1152  of  the  Social  Security  Act  (42  U.S.C. 
1302  and  1320c(1)). 

F.  Chronology:  NPRM  was  published  on  December  17,  1979  (44  FR  73126). 
The  comment  period  dos^  on  February  15, 1980. 


HCFA-70— Medicare/Medicaid  Program:  Re¬ 
designation  of  Professional  Standards 
Review  Organization  (PSRO)  Areas  in  Cali¬ 
fornia. 


HCFA-69— Medicare/Medicaid  Program: 

Professional  Standards  Review  Organiza¬ 
tion  (PSRO)  Designations. 


David  Chambers,  Program 
Analyst,  HSOB,  2nd  Floor, 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-7651. 


Marjorie  Geller,  Public  Health 
Analyst  HSOB,  First  Floor, 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-5033. 


Marjorie  Geller,  Public  Health 
A^yst,  HSOB,  First  Floor 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-5033. 


HCFA-7 1  — Medicare/Medicaid 
Survey  and  Certification. 


Program:  A.  Description:  This  regulation  would  streamline,  simplify,  and  integrate,  to  the  William  Hunt,  Standards  and 
extent  possible,  survey  and  certification  procedures  for  providers  and  suppli-  Certification  Analyst,  DFO, 
ers  under  Medicare  and  Medicaid. 

B.  Why  Significant  This  regulation  would  eliminate  inconsistencies  between 
Medicare  and  Medicaid  requirements;  eliminate  unnecessary  burden  by  fo¬ 
cusing  survey  resources  on  problem  providers. 

C.  Regulatory  Analysis:  Under  consideration. 

D.  Need:  To  revise  and  consolidate  existing  survey  and  certification  regula¬ 
tions. 


HSOB.  Room  2-E-2, 
Dogwood  East  Bldg.,  1849 
Gwynn  Oak  Ave.,  Baltimore, 
MO  21207,  301-594-7940. 


E.  Legal  Basis:  42  CFR,  Part  405,  Subpart  S;  42  CFR,  Part  402,  Subpart  A-E. 

F.  Chronoiogy:  Notice  of  public  hearing  was  published  on  March  7,  1980  (45 
FR  14900).  The  proposal  is  currently  under  review.  When  the  review  is  com¬ 
pleted,  it  will  be  submitted  to  the  De^rtment  for  approval. 


Proposed  Rule  July-September 
1980. 


Proposed  Rule  July-September 
1980. 


Final  Rule  July-September  1980. 


Proposed  Rule  FY  81. 
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Mctvd  Regulations— ConiintMd 


Description 


Reason  for  deletion 


HCFA-72— Medicare/Medicaid  Program:  Fi¬ 
nancial  Assistance  Agreement  for  End 
Stage  Renal  Disease  (ESRD)  Networks. 


Technical  Amendments:  Chiropractors,  Physi¬ 
cal  Therapists,  and  Speech  Pathologists. 


Reimborsement  of  Federally  Funded  Health 
Centers. 

Cost  to  Related  Organizations . 


Negotiated  Rates  lor  Lab  Tests 


Prospective  Reimbursement  Rate— End-State 
Renal  Disease  (ESRD). 

List  of  Medicaid  Laboratory  Tests . 


Medicaid  Utilization  Control  Penalty. 


Phvsician  Reimbursement  and  Assignment 


Corrections  to  Redesignation  and  Rewrite  of 
Medicaid  Regulations. 

Redesignation  of  Medicaid  Administraiive  Re¬ 
quirements. 

Target  Reimbursement  Date — End-Stage 
Renal  Disease  (ESRD). 


A.  Description:  This  regulation  would  establish  a  formal  mechanism  (coopera-  SperKer  Schron,  Acting  Deputy 


Director,  OSP,  Rm.  2-B-2, 
Dogwood  West  Bldg.,  1848 
Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-0918. 


Proposed  Rule  July-September 
1980. 


tive  agreements)  for  funding  ESRD  Network  Coordinating  Councils. 

B.  Why  Significant:  This  regulation  would  steamline  and  standardize  the  fund¬ 
ing  process  to  make  it  more  accountable. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  improve  the  finaricial  managemenL  efficiency,  ^  accountability  , 

of  ESRD  Networks. 

E.  Legal  Basis:  45  CFR,  Part  74. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

The  regulations  would  conform  definitions  of  physical  therapist  assistant  and  speech  pa-  We  plan  to  incorporate  this  regulation  in  an  Initiative 
thologist  to  other  related  regulations:  clarify  requirements  for  outpatient  physical  ther-  under  consideration  entitled  "Review  and  Appeal 
apy  and  speech  pathology  services  provided  at  a  home  health  agency;  and  provide  Amendments”, 
mdepervfent  physical  therapists  and  chiropractors  the  same  appeal  procedures  cur¬ 
rently  available  to  other  providers. 

These  regulations  set  forth  the  rules  governing  reimbursement  under  medicare  for  serv-  Deleted  temporarily  to  coordinate  policy  with  Rural 
ices  covered  under  the  Supplementary  Medical  Insurance  Program  that  are  furnished  Health  Clinic  reimbursement  policy  (HCFA-35). 
by  federally  funded  health  centers. 

These  regulations  clarify  existing  policy  on  Medicare  reimbursement  for  services,  facili-  Incorporated  in  the  regulations  entitled  "Reimbursement 
ties,  and  supplies  furnished  to  a  provider  of  services  by  an  organization  related  to  a  to  Related  Organizations”  (HCFA-29). 
provider  by  common  ownership  or  control.  They  also  codify  policy  now  in  program 
instructions  in  manuals. 

This  regulation  sets  a  reasonable  charge  for  injection  senrices  and  for  certain  diagnostic  Deleted  temporarily.  It  will  be  incorporated  in  a  broader 
laboratory  tests.  policy  initiative,  currently  under  development,  that 

would  affect  laboratory  tests,  and  billing  and  reim- 
*  bursement  under  Medicare  and  Medicaid. 

This  notice  establishes  a  rate  per  treatment  for  outpatient  maintenance  dialysis  treat-  Incorporated  in  the  regulation  entitled  "Incentive  Reim- 
ments  furnished  to  patients  dialyzing  in  a  provider  or  renal  dialysis  facilty.  bursement  for  ESRD  Services"  (HCFA-31). 

This  regulation  limits  reimbursement  under  the  Medicare  and  Medicaid  programs  for  Incorporated  in  the  regulation  entitled  "Proposed  List  of 
medical  services,  supplies,  and  equipment  that  do  not  generally  vary  significantly  in  Additional  Items  and  Services  Subject  to  the  Lowest 

quality  from  one  supplier  to  another.  Payments  wilt  be  based  on  the  lowest  charge  Charge  Level  (HCFA-33). 

levels  at  which  the  services  are  widely  arxl  consistently  available  in  a  locality. 

This  regulation  specifies  requirements  for  control  over  the  utilization  of  inpatient  institu-  Final  rule  was  published  on  October  1, 1979. 
tional  services  in  the  Medicaid  program.  The  regulation  also  specifies  requirements 
States  must  meet  to  avoid  reduced  Federal  matching;  the  content  of  quarterly  reports; 
and  the  methods  for  making  reductions  of  Federal  matching. 

This  regulation  would  propose  changes  in  the  current  Medicare  policy  on  assignment  and  Deleted  pending  study  of  reasonable  charge  implemen- 
reimbursement  of  physicians.  tation  and  determination  of  whether  changes  are 


These  amendments  will  make  technical  corrections  to  the  Medicaid  regulations  that  were 
rewritten  and  redesignated  on  September  29, 1978. 

Certain  administrative  requirements  for  the  Medicaid  program  renumbered  to  42  CFR 
Chapter  IV,  Subchepter  C,  on  March  23,  1979,  are  being  amended  to  reflect  public 
comments  received. 

This  regulation  provides  a  new  optional  method  of  Medicare  reimbursement  for  the  cost 
of  home  diaiysis  supplies,  equipment  and  support  services  furnished  to  self-care  home 
dialysis  patients  under  the  direct  supervision  of  an  approved  provider  or  facMty. 


needed. 

Incorporated  in  the  regulation  entitled  "Medicaid  Recodi¬ 
fication:  General  Requirements”  (HCFA-48) 

Incorporate  in  the  regulation  entitled  "Medicaid  Recodifi¬ 
cation;  General  Requirements'’  (HCFA-48). 

Final  rule  with  comment  period  published  on  October  19, 
1979. 


Food  and  Drug  Adminietration—Significant  Ragulationa 


Title 


Summary 


Contact 


Decision  quarter 


FDA  1 — Antigen  E  Assay— Potency  Stand-  A.  Description:  This  document  establishes  potency  standards  for  short  reg¬ 
ards.  weed  pollen  extracts.  Each  final  container  of  a  lot  of  extract  will  be  required 

to  contain  a  minimum  quantity  of  Antigen  E  relative  to  a  reference  prepara¬ 
tion  with  a  known  quantity  of  Antigen  E. 

B.  Why  Significant:  The  regulation  establishes  potency  requirements  for  aller¬ 
genic  extracts.  This  will  require  manufacturers  to  conform  to  specific  stand¬ 
ards  and  assure  the  public  of  a  uniform  product. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  improve  potency  testing. 

E.  Legal  Basis:  Section  351,  58  Stat.  702  42  U.S.C.  262. 

F.  Chronology:  Notice  of  proposed  rulemaking  was  published  August  3,  1979 
(44  FR  45642).  Comment  period  extended  from  O^ober  2,  1979  to  Novem¬ 
ber  10,  1979.  The  final  rule  is  currently  urtoer  review  by  the  Agency. 

FDA  2— Limulus  Amebocyte  Lysate  (LAL)  A.  Description:  This  document  prescribes  additional  standards  for  manufactur- 
SpecHic  Manufacturing  Standards.  ing  LAL.  LAL,  prepared  from  the  circulating  amebocytes  of  the  horseshoe 

crab  may  be  used  as  a  reagent  for  in  vitro  testing  to  detect  bacterial  erxlo- 
toxins  in  certain  biological  products  and  medical  devices. 

B.  Why  Significant:  The  regulation  establishes  uniform  manufacturing  stand¬ 
ards  to  assure  production  of  a  uniform  product.  This  is  necessary  to  assure 
uniform  product  performance  in  pyrogen  testing. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  improve  pyrogen  testing. 

E.  Legal  Basis:  Section  351,  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  The  notice  of  proposed  rulemaking  was  published  on  August 
11, 1978  (43  FR  35731).  The  comment  period  closed  October  10, 1978. 


Michael  Hooten,  Regulations 
Branch  (HFB-620),  Bureau  of 
Biologies,  Food  and  Dnig 
Administration,  8600  Rockville 
Pike,  Bethesda,  MD  20205, 
301-443-1306. 


Michael  Hooten,  Regulations 
Branch  (HFB-620),  Bureau  of 
Biologies,  Food  and  Drug 
Administration,  8800  Rockville 
Pike,  Bethesda,  MD  20205, 
301-443-1306. 


Final  Rule  July-October  1980. 


Final  Rule  April-June  1980. 


FDA  3 — Allergenic  Source  Material — Stand-  A.  Description:  This  document  prescribes  additional  criteria  for  source  materi- 

els  us^  in  the  manufacture  of  a  final  allergenic  product  Specific  require¬ 
ments  will  be  required  for  the  propagation  and  maintenance  of  molds  and 
certain  animals.  Inspection  and  recordkeeping  requirements  will  apply  to  all 
manufacturers  of  allergenic  products. 

B.  Why  Significant:  The  regulation  establishes  specific  standards  for  certain 
source  materials  used  to  prepare  allergenic  extracts.  This  will  assure  prod¬ 
uct  uniformity. 


Michael  Hooten  Regulations 
Branch  (HFB-620),  Bureau  of 
Biologies,  Food  and  and  Drug 
Administration,  8800  Rockville 
Pike,  Bethesda,  MD  20205, 
301-443-1306. 


Proposed  Rule  July-October 
1980. 
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Title 

Summary  Contact 

Decision  quarter 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  assure  safety  arxl  identity  of  source  material. 

E.  Legal  Basis:  Section  351,  58  Stat  702,  42  U.S.C.  262. 

F.  Chronology:  Notice  of  proposed  rulemaking  was  published  September  26. 

1978  (43  FR  43472).  Tfw  comment  period  closed  on  November  26, 1978.  A 
revised  proposal  is  currently  under  review  by  the  Agency. 

FDA  4— Radioallergosobent  Test  (RAST)  Po-  A.  Description:  This  document  proposes  to  amend  .the  regulations  to  require  Michael  Hooten,  Regulations 
tency  Test.  that  the  RAST  be  used  as  a  potency  test  for  certain  allergenic  extracts.  Branch,  (HFB-620),  Bureau  of 

Presently,  no  reliable  test  is  available  for  most  extracts.  Manufacturers  were  Biologies,  Food  and  Drug 
invited  to  attend  a  workshop  at  the  Bureau  on  September  10.  1979.  A  col-  Administration.  8800  Rockvilta 

laborative  study  will  be  initiated.  The  results  of  the  study  will  be  used  to  de-  Pike,  Bethesda,  MO  20205, 

velop  the  proposed  rule.  301-443-1306. 

B.  Why  Significant  This  regulation  establishes  a  specific  test  to  measure  po¬ 
tency  in  a  broad  variety  of  allergenic  extracts.  The  use  of  this  test  will  result 
in  a  better  measurement  of  potency. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  improve  potency  test. 

E.  Legal  Basis:  Section  351,  58  Stat  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
agency. 

FDA  5 — Error  and  Accident  Reports— Amend  A.  Description:  This  document  proposes  that  licen^  and  unlicensed  blood  Albert  Rothschild,  Regulations 
Blood  GMPs.  establishments  submit  reports  to  Bureau  of  Biologies  of  errors  and  acci-  Branch  (HFB-620),  Bureau  of 

dents  that  are  imminent  health  hazards.  The  document  also  proposes  that  Biologies,  Food  and  Drug 

records  of  all  errors  and  accidents,  including  those  that  are  not  imminent  Administration,  8800  Rockville 
health  hazards,  be  maintained.  Pike,  Bethesda,  MD  20205, 

B.  Why  Significant:  This  regulation  specifies  certain  reports  required  to  be  sub-  301-443-1306. 
mitted  by  licensed  and  unlicensed  blood  establishments.  It  v^l'provide  infor¬ 
mation  to  determine  the  need  for  revising  existing  regulations,  or  developing 
new  regulations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  data  wiil  be  used  to  judge  adequacy  of  existing  regulations 

E.  Legal  Basis:  Section  351,  58  Stat.  702  (42  U.S.C.  262). 

F.  Chronology:  The  proposal  is  currently  under  review  by  the  Agency. 

A.  Description:  This  document  proposes  to  revise  and  reorganize  Subpart  A  in  Richard  Fisher,  Regulations  Proposed  Rule  July-September 

Part  640  which  prescribes  additional  standards  for  Whole  Blood  (Human).  Branch  (HF^20),  Bureau  of  1980. 

The  regulations  are  being  reorganized  to  reflect,  insofar  as  possible,  a  logi-  Biologies,  Food  and  Drug 

cal  sequence  beginning  with  the  collection  of  blood  and  progressing  through  Administration.  8800  Rockville 
storage,  testing,  labeling  and  issue.  This  document  will  also  propose  sub-  Pike,  Bethesda.  MD  20205, 
stantive  amendments  of  the  present  requirements.  301-443-1306. 

B.  Why  Significant:  This  regulation  will  present  an  orderly  arrangement  of  re¬ 
quirements  for  blood  establishments  to  follow.  It  will  assure  the  production 
of  a  safe  and  effective  product  and  protect  the  health  and  safety  of  donors. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  increase  donor  and  product  safety  and  clarity  of  the  regulations. 

E.  Legal  Basis:  Section  351,  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 

A.  Description:  This  documeitt  proposes  to  amend  the  blood  regulations  as  Steve  Falter,  Regulations  Proposed  Rule  July-September 

recommended  by  the  American  Blood  Commission,  Committee  for  Com-  Branch  (HFB-620),  Bureau  of  1980. 
monahty  in  Blood  Banking  Automation.  Biologies,  Food  and  Drug 

B.  Why  Significant  TNs  regulation  proposes  uniform  labeling  requirements  for  Administration,  8800  Rockville 

blood  and  blood  products.  It  will  promote  uniformity  throughout  the  industry  Pike,  Bethesda,  MD  20205, 

and  provide  increased  safety  to  the  public  in  blood  transfusion.  301-443-1306. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  facilitate  uniformity  in  blood  labeling. 

E.  Legal  Basis:  Section  351,  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 

FDA  8 — Notification  of  FDA  Regarding  Ad-  A.  Desorption:  This  document  proposes  to  require  that  manufacturers  notify  Richard  Fisher,  Regulations  Proposed  Rule  April-June  1981. 
verse  Reactions— Recordkeeping  and  Re-  FDA  of  adverse  reactions  from  use  of  their  products.  Branch  (HFB-620),  Bureau  of 

porting  Requirements.  B.  Why  Significant  This  regulation  will  require  industry  to  keep  records  and  Biologies,  Food  and  Drug 

make  reports  on  specific  adverse  reactions  within  specified  time  limits  to  the  Administration,  8800  Rockville 
Agency.  This  information  will  assist  the  Agency  in  evaluating  the  continued  Pike,  Bethesda.  MD  20205, 
safety,  purity,  potency  and  effectiveness  of  marketed  products.  301-443-1306. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  increase  FDA's  effectiveness  in  regulating  biological  products. 

E.  Legal  Basis:  Section  351,  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  Notice  of  Availability  of  draft  proposal  was  published  April  24, 

1979.  The  proposal  is  currently  urxfer  review  by  the  Agency. 

FDA  9— Panel  on  Review  of  Allergenic  Ex-  A.  Desorption:  This  document  proposes  to  place  the  subject  material  in  cate-  Michael  Hooten,  Regulations 
tracts-Product  Effectiveness.  gories  designated  as  (1)  safe  and  effective  and  not  misbrarxfed,  (2)  unsafe  Branch  (HFB-620),  Bureau  of 

or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  above.  Biologies,  Food  and  Drug 

on  the  basis  that  available  data  are  insufficient  to  classify  such  products.  Administration,  8800  Rockville 

B.  Why  Significant  This  regulation  will  establish  the  safety  and  effectiveness  Pike,  Bethesda,  MD  20205, 

of  currently  marketed  products.  It  will  assure  the  public  of  receiving  only  301-443-1306. 

those  products  found  to  be  truly  safe  and  effective. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Authority:  Section  351,  58  Stat  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 

FDA  10— Panel  on  Review  of  Viral  Vaccines  A.  Desorption:  This  document  proposes  to  place  the  subject  products  in  cate-  Steve  Falter,  Regulations  Final  Rule  March-June  1981. 

and  Rickettsial  Vacdiies  Product  Effective-  gories  designated  as  (1)  safe  a^  effective  and  not  misbranded,  (2)  unsafe  Branch  (HFB-620),  Bureau  of 

ness.  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  above.  Biologies,  Food  and  Drug 

on  the  basis  that  available  data  are  insufficient  to  das^  such  products.  Administration,  8800  Rockville 
B.  Why  Significant  This  regulation  will  establish  the  safety  and  effectiveness  Pike,  Bethesda,  MD  20205, 

of  currently  marketed  products.  It  will  assure  the  public  of  receiving  only  301-443-1306. 

those  products  found  to  be  truly  safe  and  effective. 


Proposed  Rule  January-March 
1982. 


FDA  6— Reorganize  Whole  Blood  Regula¬ 
tions. 


FDA  7— Uniform  Blood  Labeling. 
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Decision  quarter 


FDA  12— Panel  on  Review  of  Bacterial  Tox¬ 
oids  and  Bacterial  Vaccines  With  U.S. 
Standards  of  Potency — Product  effective- 


FDA  13— Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  lor  Clinical 
Investigations. 


C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basis:  Section  351,  58  Stat.  702.  42  U.S.C.  262. 

F.  Chronology:  The  notice  of  proposed  mlemaking  was  published  April  15, 
1980  (45  FR  25652).  The  comment  period  closes  on  July  14, 1980. 

FDA  11— Panel  on  Review  of  Blood  and  A.  Desc/(ption.' This  document  proposes  to  place  the  subject  products  in  cate-  : 
Blood  Products— Product  Effectiveness.  gories  designated  as  (1)  safe  and  effective  and  not  misbranded,  and  (2) 

unsafe  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2) 
above,  on  the  basis  that  available  data  are  insufficient  to  classify  such  prod¬ 
ucts. 

B.  Why  Significant:  This  regulation  will  establish  the  safety  and  effectiveness 
of  currently  marketed  products.  It  will  assure  the  public  of  receiving  only 
those  products  found  to  be  truly  sale  and  effective. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basts:  Section  351,  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 

FDA  12— Panel  on  Review  of  Baclerial  Tox-  A.  Desorption:  This  document  proposes  to  place  the  subject  products  in  cate-  I 
oids  and  Bacterial  Vaccines  With  U.S.  gories  designated  as  (1)  safe  and  effective  and  not  misbranded,  and  (2) 

Standards  of  Potency— Product  effective-  unsafe  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2) 

ness.  above,  on  the  basis  that  available  data  are  insufficient  to  dassify  such  prod¬ 

ucts. 

B.  Why  Significant  This  regulation  will  establish  the  safety  and  effectiveness 
of  currently  marketed  proudcts.  It  will  assure  the  public  of  receiving  only 
those  products  found  to  be  truly  safe  and  effective. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basis:  Section  351,  58  Stat  702,  42  U.S.C.  262. 

.  .  F.  Chronology:  The  proposal  is  cunently  being  drafted  for  review  by  the 

Agency. 

FDA  13— Bioresearch  Monrtoring;  Standards  A.  Description:  This  regulation  will  establish  standards  for  the  composition,  op- 
for  Institutional  Review  Boards  lor  Clinical  eration,  and  responsibility  of  any  institutional  review,  board  that  reviews  clini- 
Investigations.  cal  investigations  involving  the  use  of  products  regulated  by  the  Food  and 

Drug  Administration. 

B.  Why  Significant  The  regulations  will  provide  greater  protection  of  the  rights 
and  safety  of  subjects  in  clirtical  investigations  and  help  assure  the  quality 
and  Integrity  of  the  research  data  used  to  support  the  marketing  of  products 
regulated  by  FDA  by  specifically  defining  the  responsibilities  of  institutional 
review  boards  in  clinical  investigations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  clarify  existing  regulations  concerning  institutional  review  boards 
that  review  clinical  investigations  involving  new  drug  products  and  to  extend 
those  regulations  to  include  boards  that  review  investigations  on  other  FDA- 
regulated  products.  The  regulation  will  establish  specific  standards  for  the 
composition,  operation,  and  responsibilities  of  a  bovd  in  assuring  protection 
of  the  rights  arxf  safety  of  subjects  involved  in  clinical  investigations  and  as- 
suring  the  quality  and  integrity  of  the  research  data  used  to  support  the  mar¬ 
keting  of  products  regulated  by  FDA. 

E.  Legal  Basis:  21  U.S.C.  346,  346a,  348,  352,  353,  355,  356,  357,  360,  360c, 
3601,  360h-360j,  361,  371(a),  376,  381;  42  U.S.C.  216,  262,  263b-263n. 

F.  Chronology:  A  proposed  rule  was  published  on  August  8.  1978  (43  FR 
35166).  On  August  14,  1979,  the  proposal  was  withdrawn  and  reproposed 
(44  fr  47699).  Public  hearings  were  held  in  Bethesda,  Maryland,  on  Sep¬ 
tember  18,  1979,  in  San  Francisco  on  October  3,  1979,  and  in  Houston  on 
October  16. 1979.  The  comment  period  closed  on  November  12. 1979. 

FDA  14— Bioresearch  Monitoring;  Informed  A.  Description:  This  regulation  would  establish  a  single  set  of  informed  con- 
Consent.  ^  sent  requirements  applicable  to  all  investigators  involved  in  Investigational 

studies  that  either  require  prior  FDA  review  or  are  later  submitted  to  FDA  in 
support  of  an  application  for  a  research  or  marketing  permit. 

B.  Why  Significant:-  This  regulation  would  clarify  existing  agency  regulations 
governing  informed  consent  and  provide  greater  protection  of  the  rights  of 
human  subjects  involved  in  research  activities  that  fall  within  the  jurisdiction 
of  FDA. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  There  has  been  an  identifiable  need  to  strengthen  and  clarify  in¬ 
formed  consent  requirements  as  they  apply  to  research  that  involves  human 
subjects  and  is  intended  for  submission  to  FDA.  This  regulation  is  designed 
to  provide  greater  protection  of  the  rights  and  safety  of  human  subjects  in¬ 
volved  in  research  activities  that  fall  vrithin  the  jurisdiction  of  FDA. 

E.  Legal  Basis:  21  U.S.C.  346,  346a.  348,  352,  353,  355,  356,  357,  360,  360c, 
3601,  360h-360j.  361,  371(a).  376,  381;  42  U.S.C.  216,  262,  263b-263n. 

F.  Chronology:  The  proposed  rule  was  published  on  August  14,  1979  (44  FR 
47713).  Public  hearings  were  held  in  Bethesda,  Maryland,  on  September  18, 
1979,  in  San  Francisco  on  October  3,  1979,  and  in  Houston  on  October  16. 

.  1979.  The  comment  period  closed  on  November  12. 1979. 

FDA  15— Antibiotic  <>rtification;  Exemption  A.  Desorption:  This  regulation  would  exempt  dermatologic  and  vaginal  antibi- 
of  Dermatologic  and  Vaginal  Dwg  Products,  otics  fiw  the  requirement  for  batch  certification.  The  bulk  drugs  used  in 

manufacturing  exempt  products  would  still  have  to  be  either  certified  or  re¬ 
leased  by  FDA  before  being  used  in  manufacturing,  however. 

B.  Why  Spnificant  Manufacturers  would  no  longer  be  required  to  submit  to 
FDA  samples  and  test  results  for  individual  batches  and  could  distribute 
these  drug  products  as  a  result  of  their  own  testing  and  without  notiticetion 
by  FDA  that  a  specific  batch  is  certified.  This  action  will  provide  more  effi¬ 
cient  utilization  of  FDA's  staff  resources,  more  efficient  certification  proce¬ 
dures,  and  will  decrease  manufacturers'  production  costs  by  eHminating  cer¬ 
tification  expenses. 

C.  ReguPtory  Analysis:  Not  required. 


Steve  Falter,  Regulations 
Branch  (HFB-620),  Bureau  of 
Biologies,  Food  and  Drug 
Administration,  8800  Rockville 
Pike,  Bethesda.  MD  20205, 
301-443-1306. 


Proposed  Rule  January-March 
1981. 


Steve  Falter,  Regulations  Proposed  Rule  June-September 

Branch  (HFB-620).  Bureau  of  1981. 

Biologies,  Food  and  Drug 
Administration,  8800  Rockville 
Pike.  Bethesda.  MD  20205, 

301-443-1306. 


John  C.  Petricciani,  Associate 
Director  for  Clinical  Research 
(HFB-4),  Bureau  of  Biologies, 
Food  and  Drug  Administration, 
8800  Rockville  Pike,  Rockville, 
MD  20205,  301-496-9320. 


Final  Rule  October-December 
1980. 


John  C.  Petricciani,  Associate 
Orector  for  Clinical  Research 
(HFB-4),  Bureau  of  Biologies, 
Food  and  Drug  Administration, 
6800  Rockville  Pike,  Rockville, 
MD  20205,  301-496-9320. 


Final  Rule  October-December 
1980. 


Philip  L.  Paquin,  Chief,  General 
Regulations.  Development 
Branch  (HFD-30),  Bureau  of 
Drugs,  Food  and  Drug 
Adminisiration,  5600  Fishers 
Lane,  Rockville.  MO  20857, 
301-443-5220. 


Final  Rule  AprU-June  1980. 
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Title  Summary  Contact  Decision  quarter 

0.  Need  The  current  state  of  manufacturing  technology  and  the  high  level  of 
compliance  with  existing  monograph  requirements  demonstrated  by  manu¬ 
facturers  meet  the  requirements  for  consistency  set  forth  in  Section  507(c) 

.  of  the  Federal  Food,  Drug,  and  Cosmetic  Act  and  warrant  exempting  this 

class  of  antibiotics  from  batch  certification. 

E  Legal  Basis:  21  U.S.C.  355,  357. 

F.  Omnology:  The  proposed  rule  was  published  on  July  6,  1979  (44  FR 
39469).  The  comment  period  closed  on  September  4, 1979. 

FDA  16— Antibiotic  Certification:  Exemption  A.  Description:  This  proposal  would  exempt  certain  specific  classes  of  system-  PhiNp  L  Paquin,  Chief,  General  Proposed  Rrie  July-September 
Of  Systemic  Drug  Products.  ic  antibiotics,  as  well  as  specific  products  by  manufacturer,  from  the  certifi-  Regulations  Development  1980. 

cation  requirements  of  21  U.S.C.  357.  The  classes  that  will  be  proposed  for  Branch,  (HFD-30),  Bureau  of 
exemption  will  be  those  that  in  the  judgement  of  the  Ckimmissioner  of  Food  Dnjgs,  Food  and  Drug 
and  Drugs,  no  longer  require  certifKation  to  ensure  safety  and  efficacy  of  Administration,  5600  Fishers 
use.  Lane,  RockvHle,  MD  20857, 

B.  Why  Significant  This  action  win  further  implement  FDA's  goal  of  improving  301-443-5220. 
the  certification  program.  Manufacturers  of  certain  classes  of  systemic  anti¬ 
biotics  would  be  exempted  from  obtaining  certification  from  FDA  of  each 
marrufactured  batch.  Thus,  they  would  not  be  required  to  submit  to  FDA 

samples  of  test  results  for  irKlividual  batches  and  could  distribute  these  drug 
products  as  a  result  of  thier  own  testing  and  without  notification  by  FDA  that 
a  specific  batch  is  certried.  This  would  result  in  a  decrease  in  manufactur¬ 
ers'  production  costs. 

C.  Regulatory  Artatysis:  Not  required. 

D.  Need:  The  current  state  of  ntanufacturing  technology  and  the  high  level  of 
compliance  with  existing  monograph  requirements  demonstrated  by  manu¬ 
facturers  meet  the  requirements  for  consistency  set  forth  in  Section  507(c) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act  arid  warrant  exemptirtg  certain 
of  this  class  of  antibiotics  from  batch  certification. 

E.  Legal  Basis:  21  U.S.C.  355,  357. 

F.  Chronology:  The  Proposed  Rule  is  being  prepared. 

FDA  17— Bioresearch  Monitoring;  Obligations  A.  Description:  These  regulations  would  establish  procedures  to  bo  followed  Marilyn  L  Watson,  (HFD-30),  Final  Rule  AprN-June  1980. 
of  Sponsors  and  Monitors  of  Clinical  Inves-  by  a  sponsor  and  a  monitor  before  initiating,  arid  during  the  course  of,  a  Bureau  of  Ougs,  Food  and 

tigations.  clinical  investigation  involving  the  use  of  a  drug,  medical  device,  food  or  Drug  Administration,  5600 

color  additive,  or  electronic  product.  Rshers  Lane,  Rockville,  MD 

B.  Why  Significant  The  regulations  will  provide  greater  protection  of  the  rights  20857,  301-443-3640. 
and  safety  of  subjects  in  clinical  investigations  arxl  help  assure  the  quality 

and  integrity  of  the  research  data  used  to  support  the  marketing  of  products 
regulated  by  FDA  by  specifically  defining  the  responsibilities  of  sponsors 
and  monitors  in  clinical  investigations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  There  has  been  an  identifiable  need  to  set  forth  procedures  that 
would  raise  the  level  of  the  quality  of  clinical  research  by  more  thorough 
and  supervisional  contact  between  the  sponsor  and  investigatbrs.  These 
regulations  will  define  specifically  the  responsibilities  of  sponsors  and  moni¬ 
tors  in  assuring  protection  of  the  rights  and  safety  of  subjects  involved  in 
clinical  investigations  and  assuring  the  quality  and  integrity  of  the  research 
data  used  to  support  the  marketing  of  products  regulated  by  FDA. 

E.  Legal  Basis:  21  U.S.C.  346,  348,  352,  353,  355,  356,  357,  360,  360b-360f, 

360h-360j,  361,  371(a),  376,  381,  42  U.S.C.  216,  262,  263b-263n. 

F.  Chronology:  The  proposed  rule  was  published  on  S^tember  27,  1977  (42 
FR  29412).  The  comment  period  dos^  on  December  27, 1977. 

FDA  18- Bioresearch  Monitoring;  Obligations  A.  Description:  These  regulations  would  clarify  existing  regulations  governing  Marilyn  L  Watson,  (HFD-30).  Final  Rule  October-[}ecember 
of  Clinical  Investigators.  the  conduct  of  persons  who  conduct  clinical  investigations  on  new  drug  Bureau  of  Drugs,  Food  and  1980. 

products,  and  it  extends  the  regulations  to  include  persons  who  corxluct  Drug  Administration,  5600 
clinical  investigations  on  medical  devices,  food  or  color  additives,  and  elec-  Fishers  Lane,  Rockville.  MO 
tronic  products.  20857,  301-443-3640.. 

B.  Why  Significant  The  regulations  will  provide  greater  protection  of  the  rights 
arxt  safety  of  subjects  in  clinical  investigations  and  help  assure  the  quality 
and  integrity  of  the  research  data  used  to  support  the  marketing  of  products 

V  regulated  by  FDA  by  specifically  defining  the  responsibilities  of  clinical  inves¬ 
tigators.  "" 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  There  has  been  an  identifiable  need  to  clarify  existing  regulations 
corvseming  persons  who  conduct  clinical  investigations  on  new  drugs  and  to 
exterxf  those  regulations  to  include  persons  who  conduct  clinical  investiga¬ 
tions  on  other  FDA-regulated  products.  These  regulations  are  designed  to 
assure  the  validity  and  reliability  of  clinical  data  submitted  to  FDA,  provide 
greater  protection  of  the  rights  and  safety  of  subjects  involved  in  the  investi¬ 
gations,  and  provide  agency-wide  regulatory  standards  for  conducting  clini¬ 
cal  investigations  more  efficiently  and  effectively. 

E.  Legal  Basis:  21  U.S.C.  346,  348,  352,  353,  355,  356,  357,  360,  360b-360t. 

360h-360j.  361,  371(a),  376.  381,  42  U.S.C.  216,  263b-263n. 

F.  Chronology:  The  proposed  rule  was  published  on  August  8,  1978  (43  FR 

35223).  The  comment  period  closed  on  November  6, 1978,  and  on  Novem¬ 
ber  14, 1978  was  extended  to  December  6, 1978.  ' 

FDA  19— Drug  Efficacy  Study  Implementa-  A.  Description:  This  proposal  would  permit  applicants  to  file  abbreviated  new  Jean  Mansur,  Deputy  Assistant  Proposed  Rule  September- 
tion;  Abbreviated  New  Drug  Applications  fikug  applications  (ANDA's)  for  products  identical  to  approved  post-1962  Director  for  Regulatory  Affairs.  -  November  1980. 
for  Post-1962  Drugs.  drugs  and  to  omit  certain  reports  that  are  required  in  a  full  NDA  to  show  (HFD-30),  Bureau  of  Drugs, 

safety  and  effectiverress  of  the  product.  It  would  apply  only  40  certain  drug  Food  and  Drug  Administration, 
products  specified  by  FDA.  At  presenL  ANDA's  are  permit  onfy  for  pre-  5600  Fishers  Lane,  Rockville. 

1962  drugs  that  FDA  has  found  are  suitable  for  that  kind  of  submission.  MD  20857,  301-443-3640. 

B.  Why  Significant:  This  will  reduce  duplicative  human  testing  of  drugs  and 
'  also  reduce  the  cost  to  the  manufacturer  of  getting  the  affected  drugs  on 

the  market.  By  increasing  competition  among  drug  manufacturers,  it  may 
reduce  drug  costs  to  the  consumer. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  Thto  action  will  increase  competition  among  drug  sources  when  pa¬ 
tients  have  expired,  and  lower  costs  of  drug  products. 

E.  Legal  Basis  21  U.S.C.  355,  371(a). 

F.  Chronology:  The  proposed  rule  is  being  prepared. 
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FDA  20— Drug  Quality  Assurance;  Current  A.  Description:  These  regulations  would  establish  good  manufacturing  practice 
Good  Manufacturing  Practice  tor  Large  tor  a  class  of  parenteral  drug  products  that  can  be  characterized  as  termi- 
Vokime  Parenterab.  nally  sterilizod  aqueous  solutions  of  100  ml  or  more.  They  would  supple¬ 

ment  the  more  general  “umbrella”  current  good  manufacturing  practice  reg¬ 
ulations  that  apply  to  aN  drug  products. 

B.  IW»K  Significant  Large  volume  parenteral  drug  products  are  unique  in  both 
use  and  production  The  prim^  use  of  many  of  these  products  is  not 
based  upon  traditional  drug  therapy,  but  rather  on  the  urgent  need  of  a  pa¬ 
tient  for  basic  body  constituents.  B^use  LVP  drug  products  are  usually  ad¬ 
ministered  to  seriously  weakerted  persorts  and  generally  in  large  volume,  a 
high  level  of  dnjg  quality  is  required. 

C.  Reguiatoiy  Analysis:  Not  required. 

D.  Need-  To  help  assure  the  quality  and  integrity  of  these  drug  products. 

E.  Legal  Basis:  21  U.S.C.  351.  352,  355,  357, 371. 

F.  Chronology:  The  proposed  rule  was  published  on  Juno  1,  1976  (31  FR 
22202).  The  comment  period  closed  on  September  29, 1976. 

FDA  22— New  Drug  Evaluation;  Public  Dis-  A.  Desr^tion:  This  regulation  would  provide  for  the  disclosure  of  specifica- 
dosure  of  SpedTicationa.  tions  submitted  to  the  agency  by  the  manufacturer  of  a  drug  producL  unless 

the  specifications  serve  no  regulatory  or  compNance  purpose,  are  exempt  as 
trade  secrets,  and  have  not  previously  been  publicly  disclosed. 

B.  Why  Significant  The  public  availability  of  dnjg  soedfications  wilt  help  to 
assure  that  all  manufacturers  of  the  same  drug  product  meet  the  same 
standards  of  identity,  strength,  quality,  and  purity.  Consumers  and  physicians 

'  will  be  able  to  select  a  brand  of  drug  product  knowing  that  the  staridards  It 

is  required  to  meet  are  comparable  to  those  of  other  versions  of  the  same 
drug  product.  Disclosure  will  pennit  the  official  compendia  to  maintain  cur¬ 
rent  standards  applicable  to  the  products  of  aH  manufacturers.  Consistent 
compendial  specifications  and  methods  will  contribute  to  improving  the  erv 
forcement  programs  of  Federal,  State,  and  local  regulatory  agencies  who 
must  assure  full  compliance  with  legal  requirements  for  drug  products. 

C.  Regiriatory  Analysis:  Not  required. 

d.  Need  Th^e  are  drugs  for  which  specifications  are  not  publicty  available. 
The  regulation  would  resolve  this  problem. 

E.  Legal  Basis:  21  U.S.C.  321  et  seq.,  42  U.S.C.  201  et  seq.,  5  U.S.C.  552. 

F.  Chronology:  The  proposed  rule  was  published  on  July  15,  1977  (42  FR 
36485).  The  comment  period  closed  on  September  13, 1977. 


PhMp  L  Paquin,  Chief,  General 
Regulations,  Development 
Branch,  (HFD-30),  Bureau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MO  20857, 
301-443-5220. 


Edwin  V.  Outra,  Jr.,  Precedent 
Regulations  and  Legislative 
Activities  Branch,  (HFD-30), 
Bureau  of  Drugs,  Food  and 
Onig  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857, 301-443-8490. 


Final  Rule  July-September  1980. 


Final  Rule  April-June  1980. 


FDA  23— New  Drug  Evaluation;  Revision  of 
INO/NOA  Regulations. 


A.  Desorption:  This  proposal  would  revise  the  regulations  on  investigational 
new  drugs  (IND’s)  and  new  drug  applications  (NDA's)  to  improve  the  effi¬ 
ciency  of  FDA's  operation  and  to  update  and  refine  its  internal  policies  in 
reviewing,  processing,  and  communicating  with  sponsors  and  applicants  on 
IND's  and  NDA's.  The  revision  would  more  formally  stnxtture  the  IND  phase 
so  that  if  a  drug  reaches  the  NDA  stage  It  vrauld  be  essentially  approvable. 

B.  Why  Significant  These  revisions  can  be  expected  to  aid  IND  sponsors  and 
NDA  applicants  be  expediting  the  review  process,  reducing  paperwork,  and 
redefining  the  IND  and  NDA  requirements  in  line  with  FDA's  experierx»s  in 
current  practices.  They  should  also  result  in  sirrtpler  and  more  useful  report¬ 
ing  requirements. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Experience  with  these  regulations  after  a  number  of  years  has  identi¬ 
fied  areas  where  the  IND/NDA  procedure  and  requirements  need  updating 
and  improving. 

E.  Legal  Basis:  21  U.S.C.  355,  357,  371(a). 

F.  Oironology:  A  Notice  of  Pt4>lic  meeting  was  published  on  October  12, 1979 
(44  FR  58919). 


Robert  Frankel,  Deputy 
Associate  Director  for  New 
Drug  Evaluation,  (HFD-101), 
Bureau  of  Drugs,  Food  and 
Drugs  Administration,  5600 
Fishers  Lane,  RockvHle,  MD 
20857,  301-443-6062. 


Proposed  Rule  January-March 
1961. 


FDA  24— Prescription  Dnjg  Advertising:  Revi-  A.  Desorption:  This  notice  of  intent  will  announce  that  FDA  intends  to  propose  Paul  O.  Fehnel,  Chief,  Precedent  Notice  of  Intent  October- 
sion  of  Regulations.  revisions  to  the  present  regulations  to  provide  clear  requirements  for  Regulations  and  Legislative  December  1980. 

modem  advertising  techniques  and  to  cla^  and  establish  additional  re-.  Activities  Branch,  (HFD-30), 
quirements  for  promotional  labeling.  Bureau  of  Drugs,  Food  and 

B.  Why  Significant  Although  some  of  the  revisions  to  be  proposed  represent  Drug  Administration,  5600 

requirements  not  specifically  included  in  the  existing  regulations,  in  many  in-  Fishers  Lane,  Rockville,  MD 

stances  they  are  requirements  that  have  been  considered  implicit  in  the  reg-  20857,  301-443-6490. 

ulations  or  have  bem  agency  policy.  By  setting  clear  requirements,  the  revi¬ 
sions  win  enable  drug  manufacturers  to  know  what  is  and  is  not  permissible 

advertising. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulations  are  not  up-to-date  inasmuch  as  advertising  methods 
have  changed  drastically  since  the  current  regulations  were  published,  pri¬ 
marily  in  the  use  of  electronic  media  (radio,  television,  and  tapes)  in  addition 
to  the  printed  media. 

E.  Legal  Basis:  21  U.S.C.  321(n),  352,  371. 

F.  Chronology:  The  Notice  of  Intent  is  being  prepared. 


FDA  25— Prescription  Drug  Labeling;  Policy  A.  Description:  This  regulation  would  require  the  manufacturer  of  a  prescription 
on  Patient  Labeling.  drug  product  to  prepae  and  distribute  labeling  that  is  intended  for  the  pa¬ 

tient.  The  dispenW  of  the  product  would  be  required  to  provide  the  labeling 
to  the  patient  when  the  product  is  dispensed. 

B.  Why  Significant  The  regulation  is  expected  to  help  patients  use  prescription 
drug  more  safely  and  effectively. 

C.  Regulatory  Anafysis:  Yes,  being  conducted. 

D.  Need:  To  make  users  of  drugs  aware  of  the  risks  and  benefits  of  drugs 
prescribed  tor  them  and  to  promote  their  sale  arxl  effective  use. 

E.  Legal  Basis:  21  U.S.C.  362,  363,  355,  367,  371;  42  U.S.C.  262. 


Michael  C.  McCrane,  General 
Regulations  Development 
Branch,  (HFD-30),  Bureau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MO  20857, 
301-443-6220. 


Final  Rule  October-Oecember 
1980. 


Federal  Register  /  Vol.  45,  No.  116  /i  Friday,  June  13, 1980  /  Proposed  Rules 


40395 


Food  and  Drug  Admtailatration— Significant  Regulationa— Continued 


Tite 


Summary 


Contact 


Decision  quarter 


F.  Chrofiopgy:  The  proposed  nile  was  published  July  6,  1979  (44  FR  40016). 
A  notice  of  public  hearings  on  the  proposed  rule  was  published  August  10, 
1979  (44  FR  47104).  Public  hearings  were  held  in  Chicago  on  September 
10,  1979,  in  Los  Angeles  on  September  12, 1979,  and  in  Washington,  D.C. 
on  September  14,  1979.  On  October  12.  1979  (44  FR  58918)  the  comment 
period  was  extended  to  November  5, 1979. 


FDA  26— Bioplwmaceulics  Programs; 

Therapeutic  Equivalence  Evaluations. 


A.  Desorption:  This  regulatiori  would  add  to  FDA's  public  information  regula¬ 
tions  a  statement  that  a  listing  of  approved  prescription  drug  products  is 
available. 

B.  Why  Significant  It  will  be  an  aid  to  all  prescribers,  dispensers,  and  purchas¬ 
ers  in  their  efforts  to  lower  drug  costs. 

C.  Reguiatory  Analysis:  Not  required. 

D.  Need:  To  provide  a  list  of  approved  prescription  drug  products  with  their 
therapeutic  equivalence  evaluations  to  assist  prescribers,  dispensers,  and 
purchasers  in  their  efforts  to  benefit  from  generic  substitution  laws  and 
lower  drug  costs. 

E.  ;  Legal  Basis:  21  U.S.C.  321  et  seq.,  42  U.S.C.  201  et  seq.,  S  U.S.C.  552. 

F.  Chronology:  The  proposed  nrle  was  published  on  January  12, 1979  (44  FR 
2932).  The  comment  period  closed  on  April  12, 1979 


Howard  Muller,  Gerreral 
Regulations  Development 
Branch,  (HFO-30),  Bureau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MO  20857, 
301-443-5220. 


Final  Rule  April-June  1980. 


FDA  28— Cholesterol-Free  Egg  Substitute .. 


A.  Desorption:  This  proposed  rule  will  address  the  issue  of  the  use  of  the  term 
cholesterol-free  in  the  name  of  food  products. 

B.  Why  Significant  This  issue  concerns  a  matter  on  which  there  is  substantial 
public  interest 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  To  establish  consistency  in  labeling  of  cholesterol  content  of  foods. 

E.  Legp  Basis:  Sections  20t(n),  403(a),  701(a),  52  Stat  1041,  as  amended; 
1047-1048,  as  amended;  1055  (21  U.S.C.  321  (n)  343(a).  and  371(a))  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  This  proposed  rule  is  currently  under  review. 


Elizabeth  Campbell,  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street 
S.W.,  Washington,  D.C. 
20204,  (202)  245-3092. 


Proposed  Rule  July-September 
1980. 


FDA  29— Plant  Protein— Common  or  Usual 
Names  for  Foods,  Vegetable  Protein  Prod¬ 
ucts  Which  Resemble  and  Substitute  for 
Meats.  Seafood,  Poultry,  Eggs,  or  Cheese. 


FDA  30— Sugar  Labeling  of  Foods. 


A.  Desorption:  This  regulation  will  establish  common  or  usual  names  for  vege¬ 
table  protein  products  and  names  and  definitions  of  nutritional  equivalence 
for  substitutes  for  the  five  major  protein  foods. 

B.  Why  Significant  There  is  substantial  public  interest  in  having  consistent  la¬ 
beling  requirements  regartfing  the  nutrient  content  of  vegetable  protein  sub¬ 
stitutes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  provMe  consistency  in  the  labeling  and  in  the  nutrient  content  of 
vegetable  protein  substitutes  for  the  five  major  protein  foods. 

E.  Legal  Basis:  Sections  201(n),  403,  701,  52  Stat  1041,  as  amended;  1047- 
1048,  as  amended;  1055-1056,  as  amended  (21  U.S.C.  321(n)  343,  371)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  Tentative  final  rule  was  published  on  July  14,  1978  (43  FR 
30472).  The  comment  period  clo^  on  November  13, 1978. 


Elizabeth  Campbell,  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street 
S.W.,  Washingtort,  D.C. 
20204,  (202)  245-3092. 


A.  Desorption:  This  proposed  rule  would  amend  the  nutritional  labeling  format 
so  that  the  carbohydrate  declaration  will  have  subsets  for  simple  sugars,  as 
wen  as  complex  sugar. 

B.  Why  Signihcant  There  is  substantial  public  interest  in  having  a  declaration 
of  sugar  content 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  notify  the  public  of  the  type  and  arixxint  of  carbohydrate  being 
taken  in. 

E.  Legal  Basis:  Sections  201(n),  403,  701,  52  Stat.  1041,  as  amended;  1047- 
1048,  as  amended;  1055-1056,  as  amended  (21  U.S.C.  321(n),'343,  371)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  This  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 


Elizabeth  Campbell,  Guidelines 
and  0>mpliance  Research 
Branch  (HFF-312).  Bureau  of 
Foods,  Food  and  Dnig 
Administration,  200  C  Street 
S.W.,  Washington,  D.C. 
20204.  (202)  245-3092 


Final  Rule  October-December 
1980. 


Proposed  Rule  Juty-September 
1980. 


FDA  33— Aflatoxin  in  Peanuts _ 


A.  Descrplkm:  This  final  rule  will  set  tolerances  for  aflatoxin  In  peanuts. 

B.  Why  ^ndicant  There  is  a  public  health  concern  regarding  the  amount  of 
aflatoxin  found  in  peanuts. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  prevent  avoidable  residues  of  aflatoxins  in  peanuts  and  peanut 
products. 

E.  Legal  Basis:  Sections  306,  402,  406,  701,  52  Stat.  1045-1046, 1049, 1055- 
1056,  as  amended;  and  72  Stat  948  (21  U.S.C.  336,  342,  346,  371)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  published  on  December  6,  1974  (39  FR 
42748).  Notice  of  availability  of  the  assessment  of  estimated  risk  resulting 
from  aflatoxins  in  consumer  peanut  products  and  notice  of  reopening  of  the 
comment  period  published  on  March  3,  1978  (43  FR  8808).  Extension  of 
comment  period  was  published  on  April  t8,  1978  (43  FR  16349).  The  coitv 
ment  period  closed  May  17. 1978.  This  final  rule  is  currently  under  review. 


Elizabeth  Campbell,  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods.  Food  and  Drug 
Administration,  200  C  Street 
S.W.,  Washington,  D.C. 
20204.  (202)  245-3092. 


FDA  34 — Color  Certification— Procedures  for  A.  Desorption:  This  notice  would  establish  guidelines  for  the  certification  of 
Non-Conforming  Batches.  color  additives  to  prescribe  procedures  for  the  r^ection  of  samples  submit¬ 

ted  for  certification  on  the  basis  of  analytical  response,  when  the  substance 
causirtg  the  response  is  unidentified. 

B.  Why  Significant  Procedures  for  the  certification  of  colors  should  be  uniform 
artd  industry  should  be  fuHy  advised  of  them. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  guidelines  which  formalize  the  procedures  used  in  certi- 
ficdtion  of  colors* 

E  Legal  Basis:  Section  706  (21  U.S.C.  376)  of  the  Federal  Food,  Dnig,  and 
Cosmetic  Act 

F.  Chronology:  This  notice  is  currently  being  drafted  in  the  Bureau  of  Foods. 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Irxlependence  Avenue,  S.W.. 
Washington,  D.C.  20201, 
(202)  ^2-5690. 


FDA  35— Use  of  Food  Presenratives  BHT 


A.  Desorption:  This  firtal  rule  will  establish  an  interim  food  additive  for  BHT. 

B.  Why  Sigrrificent  BHT  is  a  widely  used  preservativa  heretofore  considered 
GRAS  and  about  which  substantial  safety  questions  have  been  raised,  ren¬ 
dering  it  subject  to  the  food  additive  law.  Recent  re-evaluation  of  avaHabie 
data  mdicates  that  additional  information  is  required  to  substantiate  that  its 
use  in  food  can  continue  to  be  deemed  safe. 

C.  Regulatory  Analysis:  Not  required. 


Dr.  Corbin  MHes.  GRAS  Review 
Branch  (HFF-335).  Bureau  of 
Foods,  Food  and  Drug 
Administratioa  330 
Independence  Avenue,  S.W., 
Washington.  D.C.  20201, 
(202)  472-475a 


Final  Rule  Aprif-June  1980. 


Notice  of  Intent  April-June  1980. 


Final  Rule  July-September  1980. 
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Title 

Summary  Contact 

Decision  quarter 

D.  Need:  To  dotermino  if  food  preservative  BHT  can  continue  to  be  deemed 
safe  for  use  in  foods. 

E.  Legal  Basis:  Sections  201(s),  409,  701(a).  52  Stat.  1055,  72  Stat  1784- 
1788,  as  amended  (21  U.S.C.  321(s),  348,  371(a))  of  the  Federal  Food, 
Dnjg  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  published  on  May  31,  1977  (42  FR  27603). 
The  comrn^  period  closed  July  26, 1977. 


FDA  36— Procedural  Regulations  for  the  A.  Description:  This  proposed  rule  would  establish  the  procedure  for  the  cyclic  (Jerald  McCowin,  Petitions 


Cyclic  Review  and  Priority  Listing  of  Food 
and  (Jolor  Additives. 


review  and  priority  listing  of  food  additives. 

B.  Wty  Significant:  The  FDA  believes  that  industry  should  be  put  on  notice  as 
to  the  procedures  to  be  followed  and  priorities  to  be  set  regarding  the  cyclic 
review  of  food  and  color  additives. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  give  notice  as  to  the  order  in  which  food  additives  will  be  re¬ 
viewed  under  the  cyclic  review  process. 

E.  Legal  Basis:  Sections  201  (s).  409,  701(a).  and  706,  52  Stat.  1055;  72  Stat. 
1784-1788,  as  amended  (21  U.S.C.  321  (s),  348,  371(a).  376)  of  the  Federal 
Food,  Drug,  and  Ckismetic  Act 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 


Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W., 
Washington,  D.C.  20201, 
(202)  472-5690. 


Advance  Notice  of  Proposed 
Rulemaking  April-June  1980. 


FDA  37— Net  Weight . . . . . .  A.  Description:  This  proposed  rule  would  quantify  reasonable  variations  for  Elizabeth  (Campbell,  Guideiines 

foods  subject  to  moisture  loss.  and  Compliance  Research 

B.  Why  Si^ricant  There  is  substantial  public  interest  because  of  possible  Branch  (HFF-312),  Bureau  of 

economic  deception.  Foods,  Food  and  Drug 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study.  Administration,  2(X)  C  Street, 

D.  Need:  To  protect  the  consumer  from  economic  deception.  S.W.,  Washington,  D.C. 

E.  Legal  Basis:  Sections  201(n),  403,  701,  52  Stat  1041,  as  amended;  1046-  20204,  (202)  245-3092. 

1048,  as  amended;  1055-1056,  as  amended  by  70  Stat  919;  and  72  Stat. 

948  (21  U.S.C.  231(n),  343,  and  371)  of  the  Federal  Food,  Drug,  and  (Cos¬ 
metic  Act 

F.  Chronology:  The  proposed  rule  is  currentiy  under  review. 

FDA  38— Caffeine . . . . .  A.  Description:  FDA  intends  to  issue  proposals  to  determine  the  status  of  caf-  Dr.  Corbin  Miles,  GRAS  Review 

feine  in  soft  drinks.  Branch  (HFF-335),  Bureau  of 

B.  Why  Significant  This  issue  concerns  a  matter  on  which  there  is  substantial  Foods,  Food  and  Drug 

public  interest  Administration,  330 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study.  Independence  Avenue,  S.W., 

D.  Need:  The  Select  Committee  on  GRAS  Substances  of  the  Federation  Washington,  D.C.  20201, 

American  Societies  for  Experimental  Biology  (FASEB)  has  recommended  (202)  472-4750. 

that  the  FDA  interim  list  direct  food  uses. 

E.  Legal  Basis:  Sections  201(s),  409,  701(a),  52  Stat  1055;  72  Stat  1784- 
1768,  as  amended;  52  Stat  1055  (21  U.S.C.  321(s),  348,  371(a))  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  mle  is  currently  under  review. 

FDA  39— GRAS  Whey— Whey  Products  and  A.  Description:  TNs  final  rule  will  establish  comnKjn  or  usual  names  and  affirm  Dr.  Corbin  Miles,  GRAS  Review 
Hydrogen  Peroxide  Used  in  Whey  Treat-  the  GRAS  status  for  whey  and  whey  products.  This  is  a  result  of  ten  GRAS  Branch  (HFF-335),  Bureau  of 

merits.  petitions.  These  dried  wh^  products  have  numerous  potential  uses  in  food  Foods,  Food  and  Drug 

including  sources  of  milk  protein  and  use  as  milk  solids  where  not  exempted  Administration,  330 
by  food  standards.  Independence  Avenue,  S.W., 

B.  Why  Significant  There  is  substantial  public  interest  in  establishing  uniform  Washington,  D.C.  20201, 

nomenclature  and  safe  uses  for  these  milk  protein  products.  (202)  472-4750. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  safe  usee  of  certain  milk  proteins. 

E.  Legal  Basis:  Sections  201(s),  409,  701(a),  52  Stat.  1055;  72  Stat.  1784- 
1788,  as  amended  (21  U.S.C.  321(s).  348,  371(a))  of  the  Federal  Food, 

Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  published  on  June  22, 1979  (44  FR  36416). 

The  comment  period  closed  on  October  29, 1979. 


Proposed  Rule  April-June  1980. 


Proposed  Rule  July-September 
1980. 


Final  Rule  April-June  1980. 


FDA  40— Retortable  Pouch . 


A.  Description:  This  final  rule  will  provide  for  safe  use  of  components  of  lami¬ 
nated  pouch  intended  to  contact  food  under  retort  conditions. 

B.  Why  Significant  The  retortable  pouch  could  be  used  in  place  of  the  "tin 
can”  in  the  marketing  of  many  foods. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  protect  the  public  health. 

E.  Legal  Basis:  Section  409,  72  Stat  1786  (21  U.S.C.  348)  of  the  Federal 
Food,  Drug,  and  (Josmetic  Act 

F.  Chronology:  The  notice  of  fiNng  tor  several  petitions  published  on  November 
7.  1975  (40  FR  52076),  February  10.  1976  (41  FR  5861),  September  13, 
1976  (41  FR  38802),  Febniary  10.  1978  (43  FR  5891),  April  7,  1978  (43  FR 
14737),  and  June  23,  1978  (43  FR  27236).  The  final  rule  was  published  on 
January  15,  1960  (45  FR  2842).  The  objection  period  closed  on  February 
14, 19W.  The  objections  are  under  review. 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W., 
Washington,  D.C.  20201, 
(202)  472-5690. 


Notice  Ruling  on  (Jbjections 
October-December  1980. 


FDA  41— Xylitol. 


A.  Description:  This  proposed  nile  would  determine  the  status  of  the  use  of 
Xylitol  in  specific  dieta^  products. 

B.  Why  Significant  Xylitol  is  a  sweetener.  There  is  much  industry  and  consum¬ 
er  interest  in  sucrose  substitutes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Data  has  been  submitted  to  the  FDA  suggesting  that  Xylitol  may  not 
be  safe. 

E.  Legal  Basis:  Sections  409,  701(a).  52  Stat  1055;  72  Stat  1785-1788  (21 
U.S.C.  348,  371(a))  of  the  Federal  Food,  Drug,  and  (Josmetic  Act 

F.  Chronology:  This  proposed  rule  is  currently  under  review. 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Dnjg  Administration,  330 
Independence  Avenue,  S.W., 
Washington,  D.C.  20201, 
(202)  472-5690. 


FDA  42 — Food  and  Color  Additives— Risk  A.  Description:  This  policy  statement  would  establish  standard  procedures  for 
Assessment  assessing  the  safety  of  food  and  color  additives. 

B.  Why  Significant  The  risk  assessment  procedure  to  be  used  is  fikely  to  be 
of  particular  public  interest  with  regard  to  how  it  addresses  food  and  color 
additives  that  may  contain  carcinogenic  substances. 

C.  Regulatory  Analysis-  Not  required. 

D.  Need-  To  clarify  agency  policy  on  carcinogenic  constituents  of  food  and 
color  additives. 

E.  Legal  Basis-  Sections  201(s),  201(t),  402,  409,  701,  52  Stat  1046-1047,  as 
amended;  72  Stat  1784-1788,  as  amended  (21  U.S.C.  321(s),  321(t),  342, 
348, 371)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W., 
Washington,  D.C.  20201, 
(202)  472-5690. 


Proposed  Rule  July-September 
1960. 


Policy  Statement  April-June 
1900. 


I 


40398  Federal  Register  /  Vol.  45.  No.  116  /  Friday.  June  13. 1980  /  Proposed  Rules 
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Title 

Sununary  Contact 

Decision  quarter 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 


FOA  SI— Labeling  of  Sodkim  and  Potassium  A.  Description:  This  proposed  rule  would  amend  $  105.69  ("foods  used  to  reg-  Dr.  AHen  Forbes,  Associate  Proposed  Rule  July-September 
Content  of  Foods.  ulate  sodium-  and  potassKim-intake")  to  change  the  present  mode  of  de-  Oirecfor,  Nutrition  and  Food  1980. 

daring  sodium  content  and  to  add  a  description  of  how  potassium  content  is  Sciences,  (HFF-200),  Bureau 

also  to  be  declared.  There  shaN  also  be  a  new  paragraph  in  (101.17  of  Foods,  Food  and  Drug 

("Food  Labeling  Warning  statements”)  to  provide  for  warnings  regarding  po-  Administration,  200  C  Street 
tassium  content  on  labels  of  some  salt  substitutes.  S.W.,  Washirtgton,  O.C. 

B.  Why  Significant  There  is  substantial  public  interest  in  and  a  health  need  for  20204,  (202)  245-1561. 
consumers  being  able  to  regulate  their  own  intake  of  salts. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  give  consumers  an  opportunity  to  regulate  their  intake  of  sodium 

acid  potassium.  « 

E.  Legai  Basis:  Sections  201  (n)  and  (s),  402(a)(2)(c),  403(a).  409(c)(1)(a),  and 
701(a)  (U.S.C.  321  (n)  and  (s),  342(a)(2)(c),  343(a).  348(c)(1)(a).  and  371(a)) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 

FDA  52— Lead  Acetate . . . .  A.  Description:  This  proposed  rule  would  act  upon  a  color  additive  petition  for  Geral  McCowin,  Petitions  Proposed  Rule  AprM-June  1980. 

the  use  of  lead  acetate  as  a  hair  color.  Control  Branch,  (HFF-334), 

B.  Why  Significant  There  is  substantial  interest  in  determining  whether  the  use  Bureau  of  Foods,  Food  and 

of  lead  acetate  as  a  hair  color  is  safe.  This  touches  upon  other  questions  Drug  Administration,  330 

regarding  lead  toxicity.  Independence  Avenue,  S.W., 

C.  Regulatory  Analysis:  Not  required.  Washington,  D.C.  20201, 

D.  Need:  To  determine  whether  lead  acetate  can  safely  be  used  as  a  hair  dye  (202)  472-5690. 
irrgredienL 

E.  Legal  Basis:  Sections  706,  74  Stat.  399-403,  as  amended  (21  U.S.C.  376) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 

FDA  54— Bubble  Bath  Products  Warning....—  A.  Description:  On  January  28,  1977,  a  notice  was  published  proposing  a  re-  H.  J.  Eiermann,  Director,  Division  Final  Rule  ApdI-June  1980. 

quired  caution  statement  on  labels  of  cosmetics  bubble  bath  products.  The  of  Cosmetic  Technology, 
caution  statement  was  proposed  in  tight  of  many  consumer  complaints  of  (HFF-440),  Bureau  of  Foods, 
rashes  and  genito-urinary  tract  infections.  The  term  "bubble  bath  products”  Food  and  Drug  Administration, 
is  defined  for  the  purpose  of  the  regulation.  200  C  Street,  S.W., 

B.  Why  SigniScant  There  is  substantial  FDA  interest  in  informing  consumers  Washington,  D.C.  20204, 

of  possible  problems  which  may  occur  while  using  these  products.  (202)245-1630. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  caution  the  consumers  as  to  possible  problems  which  may  occur 
while  using  these  products. 

E.  Legai  Basis:  Sections  201tn),  601, 602,  701(a),  52  Stat.  1041,  as  amended; 

1054,  as  amended;  1055  (21  U.S.C.  321(n).  361,  371(a))  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  published  on  January  28,  1977  (42  FR 
5366).  The  comment  period  closed  on  April  29,  1977.  The  final  rule  is  cur- . 
renSy  under  review. 

FDA  55— Procedural  Regulations  for  Cyclic  A  Desorption:  This  proposed  rule  would  establish  procedures  and  priorities  Dr.  Bob  Scheuplein,  Chief,  Food  Proposed  Rule  Marctv-June 
Review  of  Animal  Drugs.  for  cyclic  review.  Animal  Additive  Staff  (HFF-  1980. 

B.  Why  Significant:  The  FDA  believes  it  is  Important  that  industry  be  put  on  154),  Bureau  of  Foods,  Food 

notice,  as  to  the  procedures  to  be  followed  and  priorities  to  be  set  regarding  arrd  Drug  Administration,  200 
the  cyclic  review  of  animal  drugs.  C  Street,  S.W.,  Washington. 

C.  Reguiatory  Analysis:  Decision  pending  on  completion  of  preliminary  study.  D.C.  20204,  (202)  472-5760. 

D.  Need-  To  set  procedures  and  priorities  for  cyclic  review. 

E.  Legai  Basis-  Sections  512,  701(a),  52  Stat.  343-351  (21  U.S.C.  360,  371(a)) 
of  the  Federal  Food.  Drug,  and  C^metic  Act. 

F.  Chronology  The  proposed  rule  is  currently  being  reviewed. 

FDA  56— Sensitivity  of  Method . . . . — .  A  Description:  This  final  rule  would  establish  criteria  and  procedures  for  evalu-  Bob  Scheuplein,  Chief,  Food  Final  Rule  July-September  1960. 

ating  assays  for  carcinogenic  residues  in  animal-derived  food.  Animal  Additive  Staff  (HFF- 

B.  Why  Significant  Industry  needs  guidelines  as  to  what  human  safety  data  is  154),  Bureau  of  Foods,  Food 

required  by  FDA  for  new  animal  drug  approval.  and  Drug  Administration,  200 

C.  Regulatory  Analysis:  tes.b&ngconducteil.  C  StreeL  S.W.,  Washington, 

D.  Need:  To  facilitate  a  determination  of  the  safety  of  drugs  intended  for  food  D.C.  20204,  (202)  472-5760. 
producing  animals. 

E.  Legal  Basis  Sections  402,  403,  409,  512,  701(a).  706,  52  Stat  1046-1048, 
as  amended;  1055,  72  Stat  1765-1786,  as  amended;  74  Stat  399-403,  as 
amended,  82  Stat  343-351  (21  U.S.C.  342,  343,  348,  360(b).  371(a).  376) 
of  the  Federal  Food.  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  njle  was  published  on  March  20.  1979  (44  FR 
17070).  The  comment  period  closed  on  July  18,  1979.  Notice  of  hearing 
published  on  April  20,  1979  (44  FR  23538).  Hearing  was  held  on  June  4, 

1979. 

FDA  56 — Classification  of  Preenactment  De-  A  Description:  These  regulations  classify  all  medical  devices  marketed  prior  to  Robert  S.  Kennedy,  Associate  Final  Rule  October-December 
vices.  May  28,  1976  into  three  regulatory  control  categories.  The  classifications  Director  for  Device  Evaluation  1980. 

are  based  on  the  recommendations  of  eight  expert  advisory  panels.  (HFK-400),  Bureau  of  Medical 

B.  Why  Significant  The  classification  regulations  will  determine  the  extent  to  Devices,  Food  and  Drug 

which  a  device  must  be  regulated  to  assure  its  safety  and  effectiveness.  Administration,  6757  Georgia 

The  classification  regulations  advise  manufactuers  whether  their  devices  are  Avenue,  Silver  Spring,  MD 

subject  to  general  controls,  performance  standards,  or  premarket  approval.  20910,  (301)  427-7230. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  sections  513  (c)  and  (d)  of  the  Medical  Device  Amend¬ 
ments  of  1976. 

E.  Legal  Basis  21  U.S.C  360c  (c)  and  (d). 

F.  Chronology  Final  Regulations  published:  Neurological  Devices,  September 
4.  1979  (44  FR  51726);  Cardiovascular.  February  5.  1980  (45  FR  7904); 

OB/GYN,  February  26,  1980  (45  FR  12682).  Proposed  rules  published: 

(jieneral  Hospital.  August  24,  1979  (44  FR  49844),  comment  period  closed 
October  23,  1979;  Physical  medicine,  August  28, 1979  (44  FR  50458),  corrv 
ment  period  closed  October  29, 1979;  and  Hematology/Pathology,  S^tem- 

ber  11,  1979  (44  FR  52590),  comment  period  closed  November  13,  1979;  < 

Anesthesiology,  November  2,  1979  (44  FR  63292),  comment  period  closed 
January  2,  1980;  Microbiology/lmmunology,  April  22,  1980  (45  FR  27204), 
comment  period  closes  June  23, 1980. 


FDA  59— Regulaiions  to  Require  Premarket  A.  DescripHon:  After  classification  has  been  completed  for  each  Class  HI  Keith  Lusted.  Premarfcet  Proposed  Rule  July-September 

Approval.  preenactment  device,  section  51 5(b)  of  the  Medici  Device  Amerxtments  re-  Approval  Coordinator  (HFK-  1960. 

quires  promulgation  of  regulations  that  call  for  the  submission  of  premarket  402),  Bureau  of  Medical 
approval  applications.  Devices,  Food  and  Drug 

B.  Why  SigniScant:  The  regulations  will  contain  information  on  hazards  from  Administration,  6757  Georgia 

use  of  the  device  to  be  elimirtated  or  reduced  by  premarket  approval,  and  Avenue,  Silver  Spring,  MD 

the  benefit  to  the  public  from  use  of  the  device.  20910,(301)427-61^. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  implerrient  section  515(b)  of  the  Medical  Device  Amerxlments  of 
1976. 

E.  Legal  Basis:  21  U.S.C.  360e(b). 

F.  Chronology:  The  proposal  is  currently  being  prepared. 

FDA  60— Premarket  Approval  Procedural  A.  Descrtplion:  This  regulation  wW  provide  procedural  requirements  for  submis-  Keith  Lusted,  Premarket  Proposed  Rule  July-Seplember 

Regulation.  sion  of  premarket  approval  applications,  including  safety  and  effectiveness  Approval  Coordinator  (HFK-  1980. 

requirements  for  alt  Class  III  tn^ical  devices.  402),  Bureau  of  Medical 

B.  Why  Significant:  The  regulation  is  essential  to  ensure  that  FDA  receives  Der4ces,  Food  and  Drug 
ade^te  information  on  the  safety  and  effectiveness  of  all  Class  III  devices.  Administration,  6757  Georgia 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study.  Avenue,  Silver  Spring,  MD 

D.  Need:  To  implement  section  515  of  the  Medical  Device  Amendments  of  20910,  (301)  427-8162. 

1976. 

E.  Legal  Basis:  21  U.S.C.  360e. 

F.  Chronology:  The  proposal  is  currently  under  review. 

FDA  61— Product  Development  Protocol  - .  A.  Description:  This  guideline  will  set  forth  suggested  procedures  for,  and  cotv  Keith  Lusted,  Premarket  Notice  of  Intent  July-September 

tents  of.  product  development  protocols  to  enable  manufacturers  to  develop  Approval  Coordinator  (HFK-  1980. 

protocols  in  lieu  of  submitting  separte  investigational  device  exemption  ap-  402).  Bureau  of  Medical 

plications  (IDEs)  and  premarket  approval  applications  (PMAs).  Devices.  Food  and  Drug 

B.  Why  Significant:  The  P(}P  procedures  will  be  of  great  assistance  to  the  Administration,  8757  Georgia 
rapid  development  of  innovative  devices  because  it  should  be  less  experv  Avenue,  Silver  Spring,  MD 
sive  than  the  conventional  two-step  investigation  and  premarket  approval  20910,  (301)  427-6162. 
procedure.  The  PDF  procedure  should  be  of  great  assistance  to  the  small 

device  manufacturers. 

C.  Regulatory  Analysts:  Not  required. 

D.  Need:  To  implement  section  515(f)  of  the  Medical  Device  Amendments  of 
1976. 

E.  Legal  Basis:  21  U.S.C.  360e(f). 

F.  Chronology:  The  notice  is  currently  under  review. 

FDA  64-Restricted  (Jevice  Regulation . . .  A.  Description:  This  regulation  win  establish  a  criteria  for  manufacturers  to  de-  Michael  Lidsky,  Office  of  ADRP  Proposed  Rule  July-September 

termine  whether  a  device  is  a  restricted  device  and  thus  subject  to  certain  (HFK-70),  Bureau  of  Medical  1980. 
labeling  requirements  as  set  forth  in  the  regulation.  Devices,  Food  arid  Drug 

B.  Why  Significant:  The  regulation  will  ensure  that  all  restricted  devices  are  Administration,  8757  Georgia 

subject  to  uniform  labeling  requirements.  Once  the  regulation  becomes  a  Avenue.  Silver  Spring,  MO 

final  rule,  FDA  inspectors  will  have  access  to  manufacturing  files  concerning  20910,  (301)  427-71 14. 
restricted  devices. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  section  520(e)  of  the  Medical  Device  Amendments  of 
1976  and  adhere  to  the  decision  of  the  Courts  in:  Becton,  Dickinson  and 
Company  v.  FDA,  589  F.2d  1 175  (2d  Cir.  1978):  and  In  the  Matter  of  Estab¬ 
lishment  Inspection  of  Portex,  Inc.,  FDA,  Appellant,  595  F.2d  84  (1st  Cir. 

1979) 

E.  Legal  Basis:  21  U.S.C.  360j(e). 

F.  Chronology:  The  proposal  is  currently  under  review. 

FDA  65— Mandatory  Experience  Reporting .  A.  Description:  The  regulation  will  set  forth  mandatory  reporting  requirements  Chester  Reynolds.  Chief,  Device  Proposed  Rules  July-September 

for  manufacturers  and  distributors  concerning  devices  which  cause  or  could  Experience  Branch  (HFK-  1980. 

cause  deaths  or  injuries,  or  are  the  subject  of  a  corrective  action.  125);  Bureau  of  Medical 

B.  Why.  Significant:  The  regulation  will  provide  greater  patient  protection  by  ert-  Devices:  Food  and  Drug 

suring  that  FDA  receives  information  on  devices  that  are  uttsafe  or  ineffec-  Administration,  8757  Georgia 
five.  Avenue:  Silver  Spring.  MD 

C.  Regulatory  Analysis:  Not  required.  20910:  (301)  427-8100. 

D.  Need:  To  implement  section  519  of  the  Medical  Device  Amendments  of 
1976  and  enable  FDA  to  monitor  the  safety  of  devices. 

E.  Legal  Basis:  21  U.S.C.  360i. 

F.  Chronology:  The  proposal  is  currently  under  review. 

FDA  66— Maximum  Residue  Limits  for  Ethyl-  A.  Description:  This  regulation  will  impose  residue  limits  on  the  use  of  ethylene  Carl  Bruch,  Deputy  Associate  Tentative  Final  Rule  Date  of 
ene  Oxide,  Ethylene  Chlorhydrin,  and  Eth-  oxide  as  a  sterilant  tor  certain  drugs  and  devices  by;  (1)  Establishing  maxi-  Director  for  Device  Evaluation  Publication  Not  Yet 

yiene  Glycoi.  mum  residue  limits  for  ethylene  oxide  and  its  two  major  reaction  products;  (HFK-400),  Bureau  of  Medical  Determined. 

and  (2)  Maximum  daily  levels  of  exposure  for  drug  products  for  ethylene  Devices,  Food  and  Drug 

oxide  and  its  two  major  reaction  products.  Administration,  8757  Georgia 

B.  Why  Significant:  The  regulation  addresses  an  issue  of  substantial  public  irv  Avenue,  Silver  Spring.  MD 

terest  and  controversy— the  continued  use  of  ETO  at  the  levels  of  use  pro-  20910  (301)  427-7230. 

posed  by  FDA. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  develop  safe  levels  of  use  for  ethylene  oxide,  ethylene  chlorhy¬ 
drin,  and  ethylene  glycol. 

E.  Legal  Basis:  21  U.S.C.  351,  355,  356,  367,  360b.  360c.  360k.  371(a). 

F.  Chronology:  Proposed  rule  was  published  June  23,  1978  (43  FR  27474). 

The  comment  period  closed  August  22, 1978. 

FDA  67— California  Application  for  Exemption  A.  Desorption:  This  regulation  will  set  forth  which  provisions  of  California's  Joseph  M.  Sheehan.  Office  of  Final  Rule  April-June  1960. 
from  Preemption.  medical  device  laws  are  exempted  from  preemption  and  which  laws  are  not  ADRP  (HFK-70),  Bureau  of 

preempted  (i.e.,  no  Federal  law  currently  exists).  Medical  Devices.  Food  and 

B.  Why  Significant:  This  regulation  will  have  an  impact  on  CalHomia's  compre-  Drug  Administration.  8757 

hensive  program  for  the  regulation  of  medical  devices.  Georgia  Avenue.  Silver  Spring. 

C.  Regulatory  Analysis:  Not  required.  _  MD  20910,  (301)  427-71 14. 

D.  Need:  To  respond  to  the  petition  submitted  by  the  State  of  California  as  ' 
required  by  section  521(b)  of  the  Medical  CJevice  Amendments  of  1976. 

E.  Legal  Basis:  21  U.S.C.  360k. 

F.  Chronology:  Tentative  final  role  was  published  April  3,  1979  (44  FR  19438). 

•  The  comment  period  closed  June  4, 1979. 
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FDA  68— Applicalions  tor  Exemptior)  from 
Preemption  tor  State  and  Local  Hearing 
Aid  Requirements. 


A.  Description:  This  regulation  responds  to  19  stale  applications  tor  exemption  Joseph  M.  Sheehan,  Office  of 


from  preemption  tor  hearing  aid  requirements. 

B.  Why  Significant:  This  regulation  wHi  determine  whether  19  states  may  corv 
tinue  their  regulation  of  the  sale  of  hearing  aids. 

C.  Regulatory  Artafysia:  Not  required. 

0.  Need:  To  resporxl  to  the  19  state  petitions  as  required  by  section  521  (b)  of 
the  Medical  Device  Amendments  of  1976. 


ADRP  (HFK-70).  Bureau  of 
Medical  Devices,  Food  and 
Drug  Administration,  8757 
Georgia  Avenue,  Silver  Spring, 
MD  20910,  (301)  427-7114. 


Final  Rule  Aprtl-June  1980. 


E.  Legal  Basis:  21  U.S.C.  360k. 

F.  Chronology:  Proposed  rule  was  published  July  28, 1978  (43  FR  33180).  The 
comment  period  closed  September  26, 1978. 


FDA  69— Additional  Applications  for  Exemp- 
twn  from  Preemption  lor  State  end  Local 
Hearing  Aid  Requirements. 


A.  Desorption:  This  regulation  responds  to  two  additional  state  applications  for 
exemption  from  preemption  for  hearing  aid  requirements. 

B.  Why  Significant:  This  regulation  will  determine  whether  two  states  may  corv 
tinue  their  regulation  of  the  sale  of  hearing  aids. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  resp^  to  two  additional  state  petitions  as  required  by  section 
521(b)  of  the  Medical  Device  Amendments  of  1976.  . 

E.  Legal  Basis:  U.S.C.  360k. 

F.  Chronology:  Proposed  rule  was  published  April  13,  1979  (44  FR  22119). 
The  comment  pe^  closed  June  12, 1979. 


Joseph  M.  Sheehan,  Legal 
Associate,  Office  of  ADRP 
(HFK-70),  Bureau  of  Medical 
Devices,  Food  and  Drug 
Administration,  8757  Georgia 
Avenue,  Silver  Spring,  MD 
20910,(301)427-7114. 


Final  Rule  AprH-June  1980. 


FDA  70— Recommendations  for  State  and  A.  Desorption:  The  recommendations  would  consist  of  Protective  Action  Gail  D.  SchmidL  Standards  and  Final  Rule  October-December 
Local  Agencies  Concerning  Accidental  Ra-  Guides  (PAGs),  defined  as  the  projected  radiological  dose  equivalent  or  Regulations  Branch  (HFX-  1980. 

dioactive  Contamination  of  Human  Food  dose  commitment  to  individuals  in  the  general  population  that  warrants  pro-  460),  Bureau  of  Radiological 

and  Animal  Feeds.  tective  action  foliowing  a  release  of  radioactive  material.  The  Department  of  Health,  Food  and  Drug 

Health,  Education,  and  Welfare  was  assigned  agency  responsibility  for  this  .  Administration,  5600  Fishers 
task  in  the  Federal  Register  of  December  24, 1975  (40  FR  59494)  by  the  Lane,  Rockville,  MD  20657, 

Federal  Preparedness  Agency,  General  Services  Administration.  Within  (301)  443-3426. 

HEW,  this  function  has  been  delegated  to  the  Commissioner  of  Food  and 
Drugs. 

B.  Why  Significant:  Provides  guidance  following  radiological  incidents,  includ¬ 
ing  nuclear  power  plant  accidents. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  develop  necessary  guidance  under  responsibility  assigned  by 
Federal  Preparedness  Agency. 

E.  Legal  Basis:  Federal  Preparedness  Agency  Notice  in  40  FR  59494  and 
Public  Health  Service  Act,  42  U.S.C.  241,  242o  243. 

F.  Chronology:  Proposed  rule  published  on  December  15,  1978  (43  FR 
56790).  Comment  period  closed  on  February  13, 1979. 


FDA  71— Recommendations  for  National 
Standards  for  Medical  Radiation  Technolo¬ 
gists. 


A.  Desorption:  The  Notice  of  Intent  announced  that  the  Bureau  of  Radiologi¬ 
cal  Health  will  be  establishing  recommended  qualifications  for  medical  radi¬ 
ation  technologists.  The  Notice  solicited  professional  and  public  input  about 
existing  practices  of  credentialing,  the  need  for  uniform  national  standards, 
and  possible  approaches  for  ensuring  that  all  medical  radiation  technolo¬ 
gists  demonstrate  a  certain  level  of  competence  in  conducting  medical  radi¬ 
ation  examinations. 

B.  Why  Significant:  The  issue  concerns  a  matter  on  which  there  is  substantial 
public  interest  as  evidenced  by  the  more  than  500  comment  letters  received 
on  the  Notice  of  Intent. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Medical  radiation  technologists  exercise  considerable  influence  over 
patient  exposure  during  radiological  procedures  and  so  criteria  for  their  cre- 
dentialing  are  essential. 

E.  Legal  Basis:  Public  Health  Service  Act,  42  U.S.C.  241,  243,  263d. 

F.  Chronology:  Notice  of  intent  published  on  March  13,  1979  (44  FR  14637), 

Comment  period  closed  on  July  11, 1979.  ‘ 


Charles  P.  Froom,  Standards 
and  Regulations  Branch 
(HFX-460),  Bureau  of 
Radiological  Health,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  (301)  443-3426. 


Proposed  Rule  January-March 
1981. 


FDA  72— Recommendatiorrs  on  Exposures  A.  Desorption:  There  exists  a  considerable  range  in  the  entrance  skin  expo- 
from  Diagnostic  X-Ray  Examirrations.  sure  and  the  resulting  organ  doses  for  the  same  x-ray  procedure  conducted 

at  different  medical  facilities  and  often  within  the  same  facility.  Radiation  ex¬ 
posure  recommendations  are  being  investigated  that  will  permit  radiologists, 
‘  radiation  protection  personnel,  and  others  to  evaluate  exposure  values  used 

in  a  given  facility.  Following  the  analysis  of  the  comments  generated  by  the 
Notice  of  inquiry,  a  program  decision  will  be  mad-?  as  to  the  course  of  action 
the  Bureau  will  pursue. 

B.  Why  Significant:  The  recommendations  could  have  a  great  impact  on  re¬ 
ducing  human  exposure  from  medical  x-ray  examinations  which  accounts  for 
nir>ety  percent  ol  public  exposure  to  man-made  ionizing  radiation. 

C.  Regulatory  Anat^is:  Not  required. 

D.  Need:  This  recommendation  will  encourage  facilities  which  are  delivering 
excessive  exposures  compared  to  the  usual  exposures  for  specific  examina¬ 
tions  to  reevaluate  their  procedures  and  lower  their  exposures. 

E.  Legal  Basis:  Public  Health  Service  Act,  42  U.S.C.  263d. 

F.  Chronology:  Notice  of  inquiry  published  on  August  17,  1979  (44  FR  48354). 
Comment  period  closes  on  December  17, 1979. 


Raymond  F.  Coakley,  Jr., 
Standards  and  Regulations 
Branch  (HFX-460),  Bureau  of 
Radiological  Health,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  (301)  443-3426. 


Proposed  Rule  October- 
December  1981. 


FDA  73— Recommendations  for  Referral  Cri¬ 
teria  for  Diagnostic  Radiological  Examina¬ 
tions. 


A.  Desorption:  An  often  cited  reason  for  the  overuse  of  diagnostic  radiological 
examinations  is  the  lack  of  referral  criteria  lor  specific  examinations.  The 
National  Conference  on  Referral  Criteria  for  X-Ray  Examinations  addressed 
this  problem.  One  of  the  most  important  recommendations  resulting  from 
the  Conference,  publicly  ratified  by  the  Commissioner,  was  that  which  estab¬ 
lished  the  Government  as  a  facilitator  in  the  cooperative  medical  professiort- 
al  organizations.  The  purpose  of  this  announcement  is:  (1)  To  state  FDA’s 
intent  to  faciKtate  the  deveiopment  of  referral  criteria  through  expert  panels 
of  physicians,  grants,  and  contracts,  (2)  To  provide  a  listing  of  candidate  ra¬ 
diological  (including  nuclear  medicine)  examinations;  and  (3)  To  announce 
means  through  which  public  participation  in  the  process  can  te  assured. 

B.  Why  Significant:  The»  recommendations  should  sharply  reduce  the  use  of 
diagnostic  x-ray  procedures  in  those  circumstances  where  experience  has 
shown  that  such  examinations  do  not  significantly  improve  the  patient’s  re¬ 
covery  from  disease  or  injury. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  reduce  human  exposure  to  medical  x-ray  in  those  instances 
where  no  significant  medical  benefit  would  result. 

E.  Legal  Basis:  Public  Health  Service  Act,  42  U.S.C.  241,  242,  243. 

F.  Chronology:  The  notice  is  currently  under  developmenL 


Robert  A.  Phillips,  Standards 
and  Regulations  Branch 
(HFX-460),  Bureau  of 
Radiological  Health,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville.  MD 
20857. 


Notice  ol  Intent  October- 
December  1960. 
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FDA  60— Approval  of  Supplemental 

New  A  Description:  Conditions  are  set  forth  under  which  a  supplemental  new  John  R.  Markus,  Chief  ChemisL 

Final  Rule  July-Septeinber  1980. 

Animal  Drug  Applications. 

animal  drug  application  may  be  approved  with  or  without  a  complete  reeva- 
luetion  of  an  safety  and  effectiveness  data  in  the  parent  application. 

B.  Why  Significant  The  regulation  constitutes  a  change  in  agency  policy  re- 
garr^  such  approvals. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  The  regulation  will  fadfitate  approral  of  minor  changes  in  approved 
applications  including  improwrtg  safety  and  effecfivertess  of  the  drug  on  an 
expeditious  basis. 

E.  Legal  Basis:  Sections  512,  701(a),  52  Stat.  1055,  82  Stat  343-351  (21 
U.S.C.  360b,  371(a)). 

F.  Chronology:  Notice  of  intent  published  November  12,  1976  (41  FR  50003) 

and  notice  of  proposed  rulemaking  on  December  1977  (42  FR  64367). 

Commerrt  perM  closed  on  March  23, 1976. 

Scientific  Evaluation,  (HFV- 
104),  Bureau  of  Veterinary 
Medicine,  FOodand  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857, 
301-443-4313. 

FDA  81— Prohibited  Substances;  Deodorizer  A.  Desorption:  The  regulation  would  prohibil  the  use  of  deodorizer  distillate  John  R.  McDowell,  Division  of  Tentative  Final  Rule  October* 
Distillates.  substances  in  animal  feed.  Animal  Feeds  (HFV-222),  December  1980. 

B.  Mfty  Sgmficant  Such  substances  have  been  implicated  in  the  contamina-  Bureau  of  Veterinary 

tion  of  animal  feed  resulting  in  the  destruction  of  contaminated  food  produc-  Medicine,  Food  and  Drug 
ing  animals.  Administration,  5600  Fishers 

C.  Regulatory  Analysis:  Not  required.  Lane,  Rockville,  MD  20857, 

D.  Need:  Deodorizer  distillate  substances  contain  concentrated  pesticide  and  301-443-5362. 
other  chemical  residues  from  their  application  to  growing  crops. 

E.  Legal  Basis:  Sections  201(g),  402,  409,  701(a),  52  Stat.  1046-1047  as 
amended  1055,  72  Stat  1784-1788  as  amended  (21  U.S.C.  321(s),  342, 

348,  371(a)). 

F.  Chronology:  Notice  of  Proposed  Rulemaking  published  September  9,  1975 
(40  FR  41797).  Comment  period  closed  on  December  10,-1975.  Tentative 
Cnai  rule  was  published  April  29, 1 980  (45  FR  28349). 

FDA  82— Descending  Order  of  Predomi-  A.  Deacriptiorv  This  is  a  proposal  to  establish  a  requirement  that  the  labels  of  Taylor  M.  Quinn,  Associate  Proposed  Rule  April-June  1980. 
nance  Ingrefient  Statement  ,  food  bear  a  statement  that  ingredients  are  listed  in  descending  order  of  pra-  Director  of  Compliance  (HFF- 

dominanoe  by  weight  so  that  consumers  can  better  evaluate  the  ingredimts  300),  Bureau  of  Foods,  Food 

atxl  nutritional  value  of  foods  and  select  products  that  meet  their  irxiividual  arid  Drug  Administrtion,  200  C 

needs  and  preferences.  Street  S.W..,  Washington,  D.C. 

B.  Why  Significant  This  issue  concerns  a  matter  on  which  there  is  substantial  20204  (202)  245-1243. 
public  interest 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  increase  consumer  awareness  of  the  fact  that  ingredients  are 
listed  in  their  order  of  piedominartce. 

E.  Legal  Basis:  Sections  201(n),  403(a),  701(a),  52  Stat  1041,  as  amended; 

1047  as  amended,  1055  (21  U.S.C.  321(n),  343(a),  and  371(a))  of  the  Fed¬ 
eral  Food,  Drug  and  Cosmetic  Act 

F.  Chronology:  This  proposed  rule  is  currently  under  review. 


FDA  83— Restrictions  on  Alpha-fetoprotein  A.  This  regulatton  establishes  restriction  on  the  sale  distribution  and  use  of  Joseph  M.  Sheehan,  Office  of  Proposed  Rule  March-June 


the  Assistant  Director  for 
Regulations  Policy,  (HFK-70), 
Bureau  of  Medical  Devices, 
Food  and  Drug  Administration, 
6757  Georgia  Avenue,  Silver 
Spring,  MD  20910,  (301)  427- 
8162. 


FDA  64— Patient  Information.. 


Test  Kits.  alpha-fetoprotein  (AFP)  test  kits  for  neural  tube  defects  (NTDs). 

B. '  Why  Signdicant  This  regulation  will  provide  for  the  safe  and  effective  use 
of  AFT  lest  kits  in  prenatal  detection  of  NTD's. 

C.  Regulatory  analysis-  Not  required. 

0.  Need:  The  restrictions  in  this  regulation  are  necessary  for  the  safe  and  ef¬ 
fective  use  of  AFP  test  kits. 

E.  Legal  Basis:  21  U.S.C.  360j(e). 

F.  Chronology:  The  proposed  regulation  is  now  being  prepared. 

A.  This  notice  will  set  forth  FDA's  statement  of  policy  on  the  development  of  Carol  A.  Vetter,  Consumer 
patient  information  for  medical  devices.  This  notice  identifies  the  criteria  for  Affairs  Officer  (HFK-131), 
selecting  devices  for  development  of  patient  information  and  describes  the 
processes  that  will  be  used  to  determine  when  patient  information  should  be 
provided  for  medical  devices  and  the  procedures  associated  with  their  use. 

B.  Why  significant:  This  policy  will  help  to  ensure  that  patients  have  an  oppor¬ 
tunity  to  be  well  informed  participants  in  their  health  care. 

C.  Regulatory  Analysis:  Not  required. 

O.  Need:  Publication  of  this  notice  will  enable  FDA  to  obtain  comments  on  this 
policy  from  cortsumers,  industry  and  health  professionals. 

E.  Legal  Basis  21  U.S.C.  352. 

F.  Chronology:  The  notice  is  currently  being  prepared. 

FDA  65— Infant  Foods  and  Formulas -  A.  Description:  This  is  a  proposal  to  amend  the  infant  food  regulation  (21  CFR  Allan  L.  Forbes,  Associate 


105.65)  to  require  a  more  extensive  definition  of  appropriate  nutritional  com¬ 
position. 

B.  Why  Signilicant  This  is  an  issue  on  which  there  is  a  substantial  public  inter¬ 
est. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  To  protect  the  public  health. 

E  Legal  Basis  Sections  401,  403(i),  701(e),  52  Stat  1046  as  amended,  1048, 

1055  as  amended,  (21  U.S.C.  341. 343(j),  371(e))  of  the  Federal  Food,  Drug 
and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 

FDA  86— Infant  Formulas  Quality  Control  La-  A  Description:  This  is  a  proposal  to  require  a  warning  statement  on  the  label  Melvin  R.  Johnston,  Rant  and 


Director  for  Nutrition  and  Food 
Sciences  (HFF-200),  Bureau 
of  Foods,  Food  and  Drug 
Administration,  200  C  St., 
S.W.,  Washington,  D.C. 

20204,  (202)  245-1561. 


beling  Regulation. 


where  specified  quality  control  requirements  are  not  met. 

B.  Why  Significant  The  nutritional  adequacy  of  infant  formulas  is  a  public 
health  issue  on  which  there  is  substantial  public  interest 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  To  assure  that  the  required  levels  of  nutrients  are  present. 


Protein  Technology  Branch 
(HFF-214),  Bureau  of  Foods, 
Food  and  Drug  Administation, 
200  C  St.,  S.W.,  Washington, 
DC.  20204,  (202)  245-1504. 


.1980. 


Notice  July-September  1980. 


Bureau  of  Medical  Devices, 
Food  and  Drug  Administration, 
6757  Georgia  Avenue,  Silver 
Spring,  MD  20910,  (301)  427- 
8120. 


Proposed  Rule  July-September 
1980. 


Proposed  Rule  October- 
December  1980. 
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Food  and  Drug  Adminlatration— Significant  Regulations— Continued 

Title 

Summary 

Contact 

Decision  quarter 

E.  Legal  Basis  Sections  201  (n),  403(a),  701(a),  52  StaL  1041  as  amended, 

1047-1048  as  amended.  1055  (21  U,S.C.  321  (n),  343(a)).  371(a)  of  the  Fed¬ 
eral  Food,  Drug  and  Cosmetic  Act 

F.  Chronology:  The  proposed  nile  is  currently  being  drafted. 

FDA  87— Current  Good  Manufacturing  Prac¬ 
tice  Relating  to  Poisonous  and  Deleterious 
Substances  in  Food,  Feed,  and  Food- 
Packaging  Materials  Plants. 

A.  Desorption:  This  is  a  proposal  to  amend  several  of  FDA  regulations  to  pro¬ 
hibit  or  limit  the  amount  of  poly-chlorinated  biphenyls  (PCB's)  in  sealed  elec¬ 
trical  transformers  and  capacitors  used  or  stored  in  or  around  food,  feed, 
and  food-  and  feed-packaging  materials  plants  or  storage  facilities. 

B.  Wty  Significant  This  is  a  public  health  issue  on  which  there  is  substantial 
public  interest 

C.  Regulatory  Analysis  Required. 

D.  Need:  To  protect  the  public  health. 

E.  Legal  Basis  Sections  402(a),  406,  409,  701(a),  52  Stat  1046  as  amended, 
1049  as  amended,  1055,  72  Stat  1785-1788  as  amended,  (21  U.S.C. 
342(a),  346,  348,  371(a))  of  the  Federal  Food,  Drug  and  Cosmetic  Act  and 
Section  361,  58  Stat  703  (42  U.S.C.  264)  of  the  Public  Health  Service  Act 

F.  Chronology:  The  proposed  njle  published  on  May  9,  1960  (45  FR  30964). 
Comment  period  ends  July  7, 1980. 

F.  Leo  Kauffman,  Plant  and 
Protein  Technology  Branch 
(HFF-214),  Bureau  of  Foods, 
Food  and  Drug  Administration, 
200  C  Street  SW., 

Washington,  D.C.  20204, 
(202)245-1164. 

Rnal  Rule  October-December 

1960. 

Office  of  Human  Development  Servicee 

Title 

Summary 

Contact 

Decision  quarter 

HDS-2— Grants  to  Indian  Tribal  Organiza¬ 
tions  for  Social  and  Nutrition  Slices: 
General  Rules. 

A.  Description:  This  regulation  would  establish  procedures  for  eligible  Indian 
tribal  organizations  to  apply  for  grants  to  provide  social  and  nutrition  serv¬ 
ices  to  Indians  age  60  and  older. 

B.  Why  Significant  This  is  a  new  program  which  would  result  in  increased 
social  and  nutrition  services  for  older  Irxfians. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  provisions  of  Title  VI  of  the  Older  Americans  Act 
as  amended. 

E.  Legal  Authority:  42  U.S.C.  3057. 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  on  January  31, 
1979  (44  FR  6155). 

Fran  Holland,  Aging  Program 
Specialist  Administration  on 
Aging,  Room  4748  HEW 

North  Bldg.,  330 

Independence  Ave.,  S.W., 
Washington,  D.C.  20201, 

(202)  472-3058. 

Final  Rule,  July,  1980 

HDS-4— Developmental  Disabilities  Program:  A.  Description:  This  regulation  would  revise  existing  regulations  to  clarify  cur-  Ms.  Marjorie  H.  Kirkland,  Bureau  Final  Rule— November  1980. 
General  Rules.  rent  policies  and  implement  changes  in  the  following  areas;  Definition  of  de-  of  Developmental  Disabilities. 

velopmental  disability;  rights  of  the  developmentally  disabled:  protection  and  Rehabilitation  Services 
'  advocacy  systems:  state  planning  councils;  the  state  plan;  allotments:  and  Administration,  Room  3070 
special  project  grants.  M.E.  Switzer  Bldg.,  330  C 

B.  Why  Significant  This  regulation  would  change  the  state  plan  requirements  Street,  S.W.,  Washington,  D.C. 

and  concemrate  funds  on  a  limited  number  of  priority  service  areas  for  the  20201,  (202)  245-0335. 

developmentally  disabled. 

C.  Reguiatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1978  Amendments  to  the  Developmental  Disabil¬ 
ities  Assistance  and  Bill  of  Rights  Act. 

E.  Legal  Basis:  42  U.S.C.  6008. 

F.  Chronology:  None. 

HDS-5— Social  Service  Programs:  ConsoK-  A.  Description:  This  regulation  would  specify  the  procedures  for  application  Warren  Master,  334F.4,  H.H.  Final  Rule— August  1980. 

dated  Grants  to  Insular  Areas.  and  use  of  a  single  grant  award  consolidating  the  formula  grant  funds  avail-  Humphrey  Bldg.,  Washington, 

able  for  social  services  to  the  Insular  Areas  under  Titles  I,  IV-A,  IV-B,  X,  D.C.  20201,  (202)  245-2874. 

XIV,  XVI  and  XX  of  the  Social  Security  Act 

B.  Why  Significartt  This  regulation  will  allow  the  Insular  Areas  greater  flexibility 
for  setting  social  services  priorities  and  in  responding  to  the  needs  of  their 
populations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  a  1977  Amendroeni  to  the  Omnibus  Territories  Act 

E.  Legal  Basis-  48  U.S.C.  1469(a). 

F.  Chronology:  None. 

HDS-6 — Native  American  Program:  General  A.  Description:  This  regulation  would  simplify  and  clarify  existing  regulations  Casimer  Wichlacz,  Director,  Proposed  Rule — December  1980. 

Rules.  and  implement  significant  changes  in  policies  and  operation  to  reflect  expe-  Policy  Planning  &  Budget 

rierrce  in  operating  the  program.  Division,  Administration  for 

B.  Why  Significant  The  Native  American  Grants  provide  valuable  resources  to  Native  American,  Room  357G, 

Native  Americans  in  their  efforts  to  achieve  economic  and  social  seK-suffi-  H.H.  Humphrey  Bldg.,  200 
ciency.  bxlependence  Ave.,  S.W., 

C.  Regulatory  Analysis:  Not  required.  20201,  (202)  426-3940. 

D.  Need:  Regulations  are  needed  to  provide  detailed  requirements  for  the  re¬ 
ceipt  and  use  of  grants  under  the  Native  Americans  Program  Act  of  1974. 

E.  Legal  Basis:  42  U.S.C.  2991. 

F.  Chronology:  None. 

HDS-7— Child  Abuse  and  Neglect  Prevention  A.  Description:  This  regulation  will  implement  statutory  amendments  to  the  Frank  Ferro,  Associate  Chief,  Final  Rule— November  1980. 

and  Treatnnent  Program:  General  Rules.  Child  Abuse  Prevention  and  Treatment  Act,  which  provides  discretionary  Children's  Bureau, 

grants  for  demonstration  and  service  projects  and  research  projects  to  pri-  Administration  for  Children, 
vate,  nonprofit  organizations.  In  addition,  it  provides  special  grants  to  States  Youth,  and  Families,  Donohoe 

who  meet  the  eligibility  criteria  for  child  abuse  prevention  and  treatment  Bldg..  Room  2030,  400  6th 

projects.  St.,  S.W..  Washington,  D  C. 

B.  Why  Significant  This  regulation  will  revise  the  definition  of  child  abuse  and  20013,  (202)  755-7418. 
negleci  to  include  sexual  abuse  and  sexual  exploitation  as  required  by  the 

statute.  This  wilt  broaden  the  scope  of  services  provided  by  the  Act 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  Child  Abuse  Prevention  and  Treatment  and  Adop¬ 
tion  Reform  M  of  1978. 
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Office  of  Human  Development  Services— Continued 


Final  Rule— Januaiy-August 
1980. 


E.  Legal  Basis:  42  U.S.C.  5101  et  seq. 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  on  September  6, 

1978  (43  FR  39593). 

hdS-9— Work  Incentive  Programs:  relocation  A.  Description:  This  regulation  would  relocate  Part  224  (Work  Incentive  Pro-  Merwin  S.  Hans,  Executive  Final  Rule— January-August 

to  Chapter  XIII  of  45  CFR.  grams  for  AFDC  Recipionts)  from  Chapter  II  of  Title  45  of  the  Code  of  Fed-  Director.  National  Coordination  1980. 

eral  Regulations  (CFR)  to  Chapter  XIII  of  45  CFR.  The  regulation  would  Committee  Work  Incentive 
delete  references  tt>  the  Social  and  Rehabilitation  Service  (an  obsolete  Program.  Room  5102,  Patrick 
agerx^y)  arrd  make  other  technical  changes.  Henry  Bldg.,  601  D  Street 

B.  Why  SignUicant  This  regulation  would  not  cause  any  changes  in  the  way  in  N.W.,  Washington,  D.C. 

which  this  program  is  operated.  20201,  (202)  376-6694. 

C.  RegtHalory  Analysis:  Not  required. 

D.  Need:  This  regulation  is  needed  to  consolidate  in  Chapter  XIII  of  45  CFR  all 
regulations  administered  by  the  Office  of  Human  Development  Services. 

E.  Legal  Basis:  42  U.S.C.  630  et  seq. 

F.  Chronology:  None. 

HDS-10— Social  Service  Programs  Under  A.  Desorption:  This  regulation  would  relocate  Part  220  (Service  Programs  for  Johnnie  U.  Brooks,  Director.  Final  Rule— January-June  1980. 


Office  of  Policy  Control 
Administration  for  Public 
Services.  Room  2225,  Mary  E. 
Switzer  Bldg.,  330  C  Street, 
S.W.  Washington,  D.C.  20201 
(202)245-9415. 


Titles  I,  IV,  X,  XIV,  XVI  (AABD)  and  XX  of  Families  and  Children),  Part  222  (Service  Programs  for  Aged.  Blind  and  Dis-  Office  of  Policy  Control 

the  Social  Security  Act  Relocation  to  abled),  and  Part  228  (Social  Services  Programs  (or  Individuals  and  Fami-  Administration  for  Public 

Oapter  XIII  of  45  CFR.  Hes),  from  Chapter  II  of  Title  45  of  the  Code  of  Federal  Regulations  (CFR)  to  Services.  Room  2225,  Mary  E. 

Ch^ter  XIII  of  45  CFR.  The  regulation  woultl  delete  references  to  the  Switzer  Bldg.,  330  C  Street, 

Social  and  Rehabilitation  Service  (an  obsolete  agency)  and  make  other  S.W.  Washington,  D.C.  20201 

technical  changes,  but  no  policy  changes  would  be  made.  (202)  245-9415. 

6.  Why  Significant  This  regulation  would  not  cause  any  changes  in  the  way  in 
which  these  programs  are  operated. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Thte  regulation  is  needed  to  consolidate  in  Chapter  XIII  of  45  CFR  aH 
regulations  administered  by  the  Office  of  Human  Development  Services. 

E.  Legal  Basis:  42  U.S.C.  1302,  302-303, 1202, 1203,  1352-1353, 1382-1363. 

F.  Chronology:  None. 

H(}S-11— Technical  Amendments  to  45  CFR  A.  Description:  This  regulation  amends  Part  220  (Service  Programs  for  Fami-  Warren  Master,  Acting  Director,  Final  Rule— June  1980. 


Office  of  Policy  Development 
Offc.  of  Human  Development 
Services,  Room  302E,  H.  H. 
Humphrey  Bldg.,  200 
Indeperxience  Ave.,  S.W., 
Washington.  D.C.  20201, 
(202)  472-2458. 


Parts  220,  222  and  228  to  insure  that  Hes  and  Children),  Part  222  (Service  Programs  for  Aged,  BHnd,  and  Dis-  Office  of  Policy  DeveloprT 

social  servKse  programs  comply  with  the  abled),  end  Part  228  (Social  Services  Programs  for  Individuals  and  Families  Offc.  of  Human  Developn 

requirements  in  45  CFR  Part  74.  Of  45  (^R  Chapter  II  to  make  them  consistent  with  die  Department’s  grant  Services,  Room  302E,  H. 

administration  provisions  in  45  CFR  Part  74.  Since  part  74  is  applicable  to  Humphrey  Bldg.,  200 

an  HHS  grants,  these  revisions  neither  estabKsh  new  policy  nor  change  cur-  Independence  Ave.,  S.W. 

rent  policy.  They  clarify  current  policy,  delete  unnecessary  duplicatiorrs,  Washington,  D.C.  20201, 

modify  text  to  make  M  comport  with  Part  74,  and  correct  certain  citations.  (202)  472-2458. 

B.  Why  Significant  The  regulations  clarify  two  major  policy  areas.  First  they 
ctarify  that  adherence  to  Part  74  urxler  titles  IV-B  aind  )0(  is  an  FFP  issue. 

Under  titles  t  IV-A,  X,  XIV  and  XVI  (AABD).  adherence  to  Part  74  is  both  a 
state  plan  (compliance)  issue  and  an  FFP  issue.  Second,  they  clarify  the 
concept  of  “third-party  public  agency”  for  purposes  of  procurements  and 
valuirrg  in-kirxl  contributions. 

C.  Regulatory  Analyst  Not  required. 

D.  Need:  This  regulation  is  necessary  to  make  the  social  services  regulations 
consistent  with  45  CFR  Part  74,  as  required  by  the  Departmerrt 

E.  Legal  Basis:  42  U.S.C.  1302. 

F.  Chronology:  None. 

HDS-1 2— Disclosure  by  Providers  of  Certain  A.  Description:  These  regulations  amend  the  final  regulation  published  July  17,  Wanen  Master,  Acting  Dire 
Ownership  Interests  and  Other  Information  1979  (implementing  P.L  95-142)  by  making  changes  in  the  effective  date  Office  of  Policy  Developr 

under  the  title  XX  social  service  program.  statement,  arxl  by  makirtg  two  technical  changes  arxf  two  editorial  correo-  Offc.  of  Human  Developr 

tiorts.  Services.  Room  302E.  H 

B.  Why  SigniTicant  These  regulations  provide  clarification  that  irrespective  of  a  Humphrey  Bldg.,  200 

State's  tide  XX  program  year,  the  State  has  until  December  31,  1979  to  IndeperxlerK^  Ave.,  S.W 

obtain  the  required  information  from  providers  with  whom  they  enter  a  coiv  Washington,  D.C.  20201, 

tract  after  July  17,  1979  and  prior  to  December  31,  1979.  The  technical  (202)  472-2458. 

amendments;  (1)  clarify  that  a  provider  must  comply  with  §  228.72  in  its  en¬ 
tirety  and  (2)  corrects  the  definition  of  "providers"  in  {  228.72.  Although  this 

is  a  final  rule,  comments  will  be  accepted  and  any  changes  found  necessary 
will  be  made. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  assist  states  in  implementing  the  provisions  of  P.L  95-142  with 
respect  to  title  XX. 

E.  Legal  Basis:  42  U.S.C.  1302, 1320a  and  1320a(5). 

F.  Chrorxilogy:  Final  regulation  FR  7/17/79. 

HDS-1 3— Social  Senrice  Programs  for  Irxli-  A.  Description:  This  regulation  would  reorganize,  revise  and  clarify  the  rules  Warren  Master,  Acting  Dirt 
vkfuals  and  Families:Ttitle  XX  of  the  Social  governing  the  title  XX  Social  Services  program.  It  would  include  proposed  Office  of  PoKcy  (develop 

Security  Act.  policy  changes  designed  to  remove  barriers  to  effective  State  operation  of  Offc.  of  Human  Develop 

programs.  Services,  Room  302E,  H 

B.  Why  Significant  The  revised  regulation  would  address  Federal/State  issues  Humphrey  Bldg.,  200 

and  problems  that  have  arisen  in  the  title  XX  program,  and  provide  greater  Independence  Ave.,  S.VI 

clarity  in  the  Federal  rules.  Washington,  D.C.  20201 

>  (202)  472-2458. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  in  response  to  the  Department's  common 
sense  initiative,  and  to  HDS'  commitment  to  the  States  to  improve  the  regu¬ 
lations. 

E.  Legal  Basis  42  U.S.C.  1302. 

F.  Chronology:  None. 

HDS-1 5— Eligibility  Requirements  and  Limita-  A.  Description:  Will  implement  a  new  legislative  requirement  of  P.L.  95-568  Henlay  Foster,  Associate 


Wanen  Master,  Acting  Director,  Final  Rule— June  1960, 
Office  of  Policy  Development 
Offc.  of  Human  Development 
Services.  Room  302E.  H.  H. 

Humphrey  Bldg.,  200 
Independence  Ave.,  S.W., 

Washington,  D.C.  20201, 

(202)  472-2458. 


Warren  Master,  Acting  Oector, 
Office  of  Policy  (development 
Offc.  of  Human  Development 
Services,  Room  302E,  H.  H. 
Humphrey  Bldg.,  200 
Indepencterxse  Ave.,  S.W.,  ' 
Washington,  D.C.  20201, 
(202)  472-2458. 


Proposed  Rule— October- 
Oecember  1980. 


tions  for  Enrollment  in  Head  Start. 


which  allows  a  Head  Start  program  to  establish  rrxxe  liberal  eligibility  criteria 
it  the  community  in  which  it  is  operating  meets  certain  statutory  require¬ 
ments. 

B.  Why  Significant:  This  amerxlment  will  allow  more  than  15%  over  income 
children  to  enroll  in  Head  Start  programs  located  in  communities  which 
meet  criteria  established  in  the  statute. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  implement  a  1978  amendment  to  the  Headstart— Follow  Through 
Act. 

E.  Legal  Basis:  42  U.S.C.  §  2928g(a)(2). 

F.  Chronology:  None. 


Director,  Head  Start  Bureau, 
Administration  for  Children, 
Youth  and  Families,  Room 
5163  Donohoe  Bldg.,  4(X)  6th 
St..  S.W.,  Washington,  D.C. 
20013,  (202)  755-7782. 


Proposed  Rule— September 
1980. 
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Social  Security  Administration 

Title 

Summary 

C^tact 

Decision  quarter 

SSA-4— Aid  to  FamiNes  With  Dependent  A.  Description:  The  proposed  regulations  will  require  States  to  submit  findings  Sean  Hurley,  (202)  245-8999,  Proposed  Rule  AprH-Jurte  1980. 
Children  Program— Quality  Control  Re-  from  their  monthly  AFDC  review  sample  to  SSA  within  75  days  after  the  Program  Sf^aNst,  Office  01 

views— General  Administration,  45  CFR  sample  month.  Also,  States  will  be  required  to  submit  findings  on  not  less  Family  Assistance,  Room 

Part  205.  than  98  percent  of  the  cases  selected  for  the  monthly  review  sample  unless  1416  Switzer  Bldg.,  330  C 

an  alternative  completion  plan  for  that  State  is  approved  by  the  Secretary.  Street,  S.W.,  Washington,  D.C. 

The  anticipated  result  is  that  the  monthly  review  findings  will  be  promptly  20201. 

submitted  and  not  delayed  until  the  end  of  the  6-month  sample  perM. 

B.  Why  Significant:  This  change  would  assure  more  rapid  availability  of  quality 
control  data.  This  would  enable  SSA  to  complete  our  reports  on  a  more 
timely  and  updated  basis.  Timely  data  on  payment  error  rates  will  assist  ad¬ 
ministrators  in  determining  where  funds  are  being  lost  and  in  taking  action 
to  correct  problems. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  These  proposed  regulations  implement  an  administrative  decision 
that  was  made. 

E.  Legal  Basis:  42  U.S.C.  302.  602, 1202, 1352  and  1382. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  June  15, 

1979  (44  FR  34606). 

SS-7— Aid  to  Families  With  Deperrdent  Chil-  A.  Description:  These  regulations  will  require  that  eligibility  be  based  on  the  Alice  Stewart,  (202)  245-2010,  Final  Rule  July-September  1960. 
dren  Program — Redetermining  Eligibility  current  month's  reported  support  payments,  and  each  month’s  supplemen-  Program  Sp^alist,  Office  of 

and  Computing  Supplementary  Payment,  tal  payment  be  based  on  the  largest  part  of  the  amount  collected  in  the  cur-  Family  Assistance.  Room 

45  CFR  Parts  232.  233,  and  302.  rent  month  that  would  not  cause  ineligibility.  They  will  provide  uniform  and  B411  Trans  Point  Bldg..  2100 

equitable  redeterminations  of  eligibility  and  payment  amounts.  Second  St,  S.W.,  Washington, 

B.  Why  Significant:  These  regulations  would  affect  AFDC  and  ChHd  Support  D.C.  20024. 

Enforcement  programs  in  14  States  and  in  Puerto  Rico,  Guam,  Virgin  Is¬ 
lands,  and  the  District  of  Columbia. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  will  assure  that  no  family  receiving  child  support 
payments  will  suffer  a  loss  in  disposable  income  as  a  result  of  the  initiation 
of  the  Child  Support  Enforcement  Program. 

E.  Legal  Basis:  402(a)(7),  (6),  (10),  and  (28)  and  1102  of  the  Social  Security 
Act  as  amended;  42  U.S.C.  607(a)(7).  (8),  (10)  and  (28)  and  1302  as 
amerMled.  Section  202  of  Pub.  L  94-88. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  May  18, 

1979  (44  FR  29122).  Notice  of  proposed  rulemaking  was  published  on  Feb¬ 
ruary  15,  1960  (45  FR  8322) 

SSA-6— Aid  to  Families  With  Dependent  A.  Description:  These  regulations  provide  that  equity  value  be  used  instead  of  Juanita  Henderson,  (202)  245-  Final  Rule  April-June  1980. 
Children  Program— Equity  Methods  for  current  market  value  when  determining  resources.  0203,  Program  Sprcialist, 

Evaluating  Resources,  45  CFR  Part  233.  B.  Why  Significant:  These  regulations  will  affect  AFDC  for  all  jurisdictions  and  Office  of  Family  Assistance, 

adult  assistance  administered  in  Guam,  Puerto  Rico,  and  the  Virgin  Islands.  Washington,  D.C.  20201. 

C.  Regulatory  Artatysis:  Not  Required. 

D.  Need:  These  regulations  are  prompted  by  and  reflect  the  U.S.  Court  of  Ap¬ 
peals  decision  in  NWRO  v.  Matthews  (553  F.  2d  637). 

E.  Legal  Basis:  42  U.S.C.  602  and  1302. 

F.  Chronology:  The  Notice  of  Decision  to  Regulate  was  published  on  June  19. 

1979  (44  FR  35241).  A  decision  was  later  made  to  publish  final  rather  than 
proposed  regulations. 


SSA-9— Aid  to  Familes  With  Dependent  Chil-  A.  Description:  The  proposed  regulations  will  reaffirm  an  AFDC  caretaker's  Connie  Katz,  (202)  245-2015, 
dren  Program— Inclusion  of  Child  Receiv-  option  to  include  in  the  AF(X^  assistance  unit  a  child  who  receives  OASOI  Program  Specialist,  Office  of 

irtg  Old-Age,  Survivors'  and  Disability  Insur-  b^efits  under  Title  II  of  the  Social  Security  Act,  even  when  such  benefits  Family  Assistance.  Room 

ance  Benefits  into  an  AFDC  Assistance  are  sufficient  to  meet  the  child’s  needs  under  the  State's  AFfXI  payment  B416  Trans  Point  Bldg.,  2100 

Unit,  45  CFR  Part  233.  standard.  -  Second  Street,  S.W., 

B.  Why  Significant:  The  proposed  regulations  will  codigy  internal  poNcy  memo-  Washington,  D.C.  20024. 
randa  in  effect  between  the  Federal  Government  and  the  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Policy  clarification  is  required  between  State  Letter  1088  and  subse¬ 
quent  policy  issuance  in  order  to  resolve  two  conflicting  interpretations.  '  . 

E.  Legal  Basis:  42  U.S.C.  602  and  1302. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  6, 

1979  (44  FR  12214). 


Proposed  Rule  ApfU-June  1980. 


SSA-11— Aid  to  Families  With  Dependent  A.  Desorption:  A  child  will  be  considered  deprived  of  parental  support  or  care  Ms.  Joyce  Fernandez,  (202) 
Children  Program— Continued  Absence  of  by  reason  of  continued  absence  of  a  parent  from  the  home  when:  (1)  A  245-2025,  Program  SpeciaUst, 
the  Parent  from  the  Home,  45  CFR  Part  parent  has  been  convicted  of  an  offense  and  is  under  sentence  of  a  coiMt;  Office  of  Family  Assistance, 

233.  (2)  the  sentence  requires  the  parent  to  perform  unpaid  public  work  or  com-  Room  424  Trans  Point  Bldg., 

munity  service  during  working  hours;  and  (3)  the  parent  is  permitted  to  live  2100  Secorvl  Street,  S.W., 
at  home  white  serving  the  sentence  for  reasons  in  the  public  interest.  Washington,  D.C.  20024. 

6.  Why  Significant  The  final  regulations  will  broaden  the  interpretation  of  the 
statutory  provision,  “contirHJed  absence  from  the  home."  It  is  inequitable  to 
grant  AFDC  to  families  with  a  parent  in  prison,  but  to  deny  AFDC  to  families 
with  a  parent  who.  although  permitted  to  live  at  home,  must  serve  a  court- 
imposed  sentence  at  unpaid  work  which  deprives  the  children  of  economic 
support. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Th^  regulations  are  needed  to  grant  AFDC  to  families  of  children 
deprived  of  parental  support  or  care  because  a  parent  cannot  seek  or 
accept  a  job  while  serving  a  sentence  at  unpaid  work. 

E.  Legal  Basis:  Secs.  406  and  1102  of  the  Social  Security  Act  as  amended, 

49  Stat  629  as  amended,  49  Stat  647  as  amended,  42  U.S.C.  606  and 
1302. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  August  10, 

1978  (43  FR  3551 1).  Notice  of  Proposed  Rulemaking  was  published  on  July 
2, 1979  (44  FR  38606).  Comment  period  ended  August  31, 1979. 


Final  Rule  July-September  1980. 


SSA-13— Aid  to  Famines  with  Dependent  A.  Description:  The  proposed  regulations  will  define  "financial  assistance  pay-  John  Seneta,  (202)  245-2027,  Proposed  Rule  October- 
Children  Program— Administrative  and  ments"  and  list  the  types  of  assistance  payments  for  which  Federal  match-  Program  Sp^alist  Office  of  December  1980. 

Fiscal  Requirements  for  Federal  Financial  ing  funds  are  available.  They  will  also  provi^  requirements  that  States  must  Family  Assistance,  Room 

Participation  in  Firtancial  Assistance  to  In-  meet  in  the  payment  process,  and  provide  requirements  having  to  do  with  B419  Trans  Point  Bldg.,  2100 

dividual.  45  CFR  Pan  236.  making  payments.  Second  Street  S.W., 

Washington,  D.C.  20024. 
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B.  Why  Significant  These  proposed  regulations  are  important  because  they 
will  explain  how  to  handle  incoaect  payments  that  are  excluded  from  the 
AFDC  quality  control  system,  how  to  select  the  proper  payee,  how  to  deter¬ 
mine  the  correct  payment  and  how  to  determine  the  method  of  payment 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Although  these  rules  are  in  Part  IV-500  of  the  Handbook  of  Public 
Assistance,  they  should  be  updated  and  transferred  to  the  regulations. 

E.  Legal  Basis:  Sections  402(a)(5)  and  1102  of  the  Social  Security  Act 

F.  Chronology:  A  Notice  of  (decision  to  Regulate  was  published  on  October  1, 

1979  (44  FR  56389). 

SSA-1 4— Social  Security  Administration—  A.  Description:  These  final  regulations  provide  for  disclosure  of  information  Armand  Esposito,  (301)  594-  Final  Rule  July-September  1980. 
Reorganization  and  Up^ting  of  Disclosure  from  social  security  records  urnler  the  Social  Security  Act  the  Freedom  of  7455,  Legal  Assistant,  Office 

Regulations,  20  CFR  Part  401. .  Information  Act  the  Privacy  Act  and  other  related  statutes.  of  Regulations,  6401  Security 

B.  Why  Significant  These  final  regulations  will  reflect  the  policies  SSA  will  Blvd.,  Baltimore,  Maryland 

follow  in  deciding  whether  to  disclose  information  from  its  records.  21235. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  Strong  public  interest  in  SSA's  rules  on  disclosing  information  from 
its  records  indicates  a  need  to  publish  these  regulations. 

E.  Legal  Basis:  Privacy  Act  of  1974  (Pub.  L  93-579);  5  U.S.C.  552  Freedom  of 
Information  Act  (Pub.  L  94-409). 

F.  Chronology:  A  Notica  of  Proposed  Rulemaking  was  published  on  April  10, 

1979,  with  a  comment  period  ending  June  19, 1978  (44  FR  21495).  A  notice 
was  published  on  June  1,  1979,  which  extended  the  comment  period  to 
August  31, 1979  (44  FR  31667). 

SSA-15— Social  Security  Administration—  A.  Description:  These  proposed  regulations  will  revise  SSA's  rules  on  the  Amriand  Esposito,  (301)  594-  Proposed  Rule  July-September 

Availability  of  Information  and  Records  to  Freedom  of  Information  Act  to  make  them  consistent  with  HEW's  regula-  7455,  Legal  Assistant,  Office  1960. 
the  Public,  20  CFR  Parts  401  and  422.  tions  in  45  CFR  part  5,  transfer  material  concerning  HCFA's  Medicare  pro-  of  Regulations,  6401  Security 

gram  and  relocate  certain  rules  to  bring  SSA's  rules  on  disclosure  and  the  Blvd.,  Baltimore,  Md  21235. 
availability  of  information  together  in  one  part. 

B.  Why  Significant  These  are  basically  technical  revisions  to  make  SSA's 
rules  consistent  with  those  in  45  CFR  Part  5. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  There  is  a  need  to  review  SSA's  rules  on  the  availability  of  infonna- 
tion  lor  consistency  with  HEW’s,  revise  our  rules  to  reflect  creation  of 
Health  Care  Financing  Administration,  and  to  transfer  certain  Medicare  infor¬ 
mation  which  no  longer  applies  to  SSA  activities  to  42  CFR  part  405. 

E.  Legal  Basis:  42  U.S.C.  405  and  1302. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  May  18, 

1979  (44  FR  29102). 

A.  Description:  These  proposed  regulations  wHI  contain  the  rules  on  computa-  Jack  Schanberger,  (301)  594-  Proposed  Rule  April-June  1980. 

tions  of  primary  insurance  amounts  (PIA)  under  the  old-age,  survivors,  and  6785,  Legal  Assistant,  Office 
dieabllity  insurance  programs.  (An  individuars  PIA  is  the  basic  tod  we  uee  to  of  Reguletions,  6401  Security 

find  the  amount  of  the  individual's  monthly  benefit  as  wel  as  the  monthly  Blvd.,  Baltimore.  Md.  21235. 

benefits  of  his  or  her  family.) 

B.  Why  Significant  These  proposed  regulatiom  will  simplify  ttie  complex  provi¬ 
sions  for  computing  benefits. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Th^  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Serise"  standards. 

E.  Legal  Basis  9ec.  215  of  the  Social  Security  Act;  42  U.S.C.  415. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  6, 

1979  (44  FR  12206). 

SSA-20— Old-Age,  Survivors,  Disability  Insur-  A.  Desorption:  These  final  regulations  implement  a  statutory  provision  which 
ance  Program— The  Retirement  TesL  20  permits  payment  of  monthly  benefits  brcause  of  low  earnings  in  a  month 
CFR  Part  404,  Subpart  E.  only  at  the  time  of  initial  retirement.  Thereafter,  the  right  to  payments  de- 

perids  on  earnings  in  a  year. 

B.  Why  Significant  The  statutory  provision  represents  a  radical  change  in  the 
retirement  test  and  the  law  lacks  the  specificity  for  implementation. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  The  law  does  not  provide  specificity  for  implementation  of  this  provi¬ 
sion. 

E.  Legal  Basis:  Sections  203  and  1102  of  the  Social  Security  Act  as  amended; 

42  U.S.C.  403  and  1302;  Pub.  L  95-216. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  August  IS, 

1978  (43  FR  36110).  Interim  regulations  were  published  on  November  17, 

1978  (43  FR  53713).  The  comment  period  ended  on  January  16, 1979. 

SSA-21— Old-Age,  Survivors.  Disability  Insur-  A.  Description:  This  proposal  is  a  recodification  of  the  niles  for  making  deduc-  Marval  C^er,  (301)  594-7453,  Proposed  Rule  October- 
ance  Program— Deductions,  Reduction;  tions  from  benefits,  reducirtg  benefits,  and  for  nonpayment  of  benefits  in  the  Legal  AssistanL  Office  of  December  1980. 

and  Nonpayment  of  Benefits,  20  CFR  Part  old-age,  survivors,  and  disability  insurance  programs.  Regulations.  6401  Security 

404,  Subpart  E.  B.  Why  ^nihcant  The  recodifi^  regulations  will  be  easier  lor  the  public  to  Blvd.,  Baltimore,  Md.  21235. 

use  arrd  will  update  amendment  material  not  contained  in  current  regula¬ 
tions. 

C.  Regulatory  Analysis:  Not  rerfuired. 

D.  Need:  We  propose  to  remove  seldom  used  provisions,  obsolete  examples, 
and  long,  rambling  paragraphs.  The  nrles  are  rewritten  in  simpler  tenns 
under  HEW's  "Operation  Common  Sense.” 

E.  Legal  Basis:  42  U.S.C.  405  and  1302;  Sections  203,  205,  and  224  of  the 
Social  Security  AcL 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  July  11, 

1979  (44  FR  40531). 

A.  Description:  These  regulations  will  provide  time  frames  for  the  holding  of  PhH  Berge,  (301)  594-7452,  Final  Rule  July-September  1980. 

hearings,  issuance  of  hearing  decisions  and  Appeals  Council  reviews  for  all  Legal  As^stant,  Office  of 
Tide  II  and  Trtle  )(VI  disability  cases.  Good  cause  exceptions  wrhich  general-  Regulations,  6401  Security 
ly  benefit  claimants  are  also  described.  Blvd  ,  Baltimore,  Md.  21235. 

B.  Why  Significant:  This  regulation  provides  regulatory  assurance  to  claimants 
that  appeals  will  be  heard  promptly  and  decisions  issued  promptly. 

C.  Regulatory  Analysis:  Not  requir^. 


SSA-22— Old-Age,  Survivors,  Disability  Insur¬ 
ance  arxj  Supplemental  Security  income 
Programs — Limitation  tor  Holding  Hearings, 
Issuing  Hearing  Decisions  and  Issuing  Ap¬ 
peals  Decisions.  20  CFR  Part  404  Subpart 
J  and  Part  416  Subpart  N. 


Clara  Powell.  (301)  594-7459,  Final  Rule. 
Legal  Assistant,  Office  of 
Regulations,  6401  Security 
Blvd.,  Baltimore,  Md.  21235. 


SSA-18 — Old-Age,  Survivors,  Disability  Insur¬ 
ance  Program— Basic  Computation  of 
Benefits  and  Lump  Sunts,  20  CFR  Part 
404,  Subpart  C. 


Federal  Register  /  Vol.  45,  No.  116  /  Friday,  June  13,  1980  /  Proposed  Rules 


40407 


Social  Security  Administration — Continued 

Title 

Summary 

Contact 

Decision  quarter 

D.  Need:  These  regulations  are  needed  because,  over  the  leist  several  years. 

Congress,  the  Courts,  representatives  of  individuals  in  social  security  mat¬ 
ters,  and  the  general  public  have  expressed  concern  over  delays  in  holding 
hearings,  issuing  hearing  decisions  and  the  reviews  of  these  decisions.  In 
addition,  the  Court  of  Appeals  in  Blankenship  v.  Califano  ordered  the  Secre¬ 
tary  to  prepare  and  submit  regulations  for  the  Court’s  approval  to  remedy 
the  problem  of  unreasonable  delays  in  conducting  hearings  tor  the  OASDI 
and  SSI  programs. 

E.  Legal  Basis:  42  U.S.C.  405,  1302,  1320(c)(8),  1383,  1395ff,  and  1395(n). 

F.  Chronology:  None.  A  notice  of  proposed  rulemaking  was  published  on 
March  12,  1980  (45  FR  12837). 

SSA-23— Old-Age,  Survivors,  Disability  Insur-  A.  Description:  These  final  regulations  will  explain  the  administrative  review  Cliff  Terry,  (3011  594-7519,  Final  Rule  July-September  1980, 
ance  and  Supplemental  Security  Income  process  and  procedures  relating  to  claimant  representation.  Legal  Assistant,  Office  of 

Programs — Procedures,  Payment  of  Bene-  B.  Why  Significant  These  regulations  explain  people's  procedural  rights  in  Regulations,  6401  Security 

fits:  Determinations,  Reconsiderations,  dealings  with  the  Social  Security  Administration.  This  revision  makes  the  Blvd.,  Baltimore,  Md.  21235. 

Hearings  and  Appeals,  20  CFR  Part  404,  rules  clearer  and  easier  to  understand. 

Subparts  J,  R.  and  S,  and  Part  416,  Sub-  C.  Regulatory  Analysis:  Not  required. 

parts  N  and  O.  D.  Need:  These  regulations  are  being  rewritten  under  “Operation  Common 

Sense.” 

E.  Legal  Basis:  42  U.S.C.  405,  406, 1302,  and  1383. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  October 
24,  1978  (43  FR  49545).  A  Notice  of  Proposed  Rule  Making  was  published 
on  April  4,  1979  (44  FR  20176).  The  comment  period  ended  June  4,  1979. 

SSA-25— Old-Age, '  Survivors,  Disability  In-  A.  Description:  These  proposed  regulations  will  expand  the  current  rules  on  Armand  Esposito,  (301)  594-  Proposed  Rule  October- 
surance  Program— Coverage  of  Employees  including  employees  of  State  and  local  governments  and  interstate  instru-  7455,  Legal  Assistant  Office  December  1980. 

of  State  and  Local  Governments,  20  CFR  mentalities  in  the  social  security  program.  of  Regulations,  6401  Security 

Part  404,  Subpart  M.  B.  Why  Significant  These  proposed  regulations  will  reflect  the  policies  States  Blvd.,  Baltimore,  Md.  21235. 

must  follow  in  applying  for  coverage  of  its  employees  and  those  of  its  local 
subdivisions,  how  to  terminate  its  agreements,  when  it  must  pay  its  social 
security  contributions,  file  wage  reports,  etc. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  current  regulations  need  to  be  organized  into  a  logical  sequence 
and  to  be  updated  to  reflect  many  policies  which  all  parties  have  be^  fol¬ 
lowing  for  many  years.  We  will  be  reviewing  all  policies  in  this  area  to 
reduce  recordkeeping  burdens  and  to  assess  their  import  in  the  trust  funds. 

E.  Legal  Basis:  42  U.S.C.  418. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  September 
28,  1979  (44  FR  55899). 

SSA-27— Old-Age,  Survivors,  Disability  In-  A.  Desorption:  These  final  regulations  will  include  the  rules  for  determining  Wiltiam  Ziegler,  (301)  549-7415,  Final  Rule  July-September  1980. 
surance  and  Supplemental  Security  disability  under  Title  II  and  determining  disability  and  blindness  under  Title  Legal  Assistant,  Office  of 
Income  Programs— Disability,  20  CFR  Part  XVI  of  ^  Social  Security  Act.  Regulations,  6401  Security 

404,  Subpart  P  and  Part  416,  Subpart  I.  B.  Why  Significant  The  final  regulations  are  significant  because  they  state  the  Blvd.,  Baltimore,  Md.  21235. 

disability  rules  in  a  clear  and  useful  manner, 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  “Op¬ 
eration  Common  Sense"  Standards. 

E.  Legal  Basis:  42  U.S.C.  405,  433, 1302, 1382c  and  1383. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  October 
24,  1978  (43  FR  49545)  and  a  Notice  of  Proposed  Rule  Making  was  pub¬ 
lished  on  July  3,  1979  (44  FR  38879).  The  comment  period  ended  on  Sep¬ 
tember  4. 1979. 

SSA-28— Old-Age,  Survivors,  Disability  Insur-  A.  Description:  Under  the  law,  a  person  who  is  able  to  do.  substantial  gainful  David  Smith,  (301)  594-7336,  Final  Rule  July-September  1980, 
ance  and  Supplemental  Security  Income  activity  is  not  disabled  for  payment  purposes.  These  interim  regulations  will  Legal  Assistant,  Office  of 

Programs— Determining  SGA:  Earnings  specify  the  monthly  earnings  amounts  that  are  used  as  guidelines  to  deter-  Regulations,  6401  Security 

Guidelines  for  Years  Beginning  1960,  20  mine  whether  a  person  has  done  Substantial  Gainful  Activity.  Blvd.,  Baltimore,  Maryland  ■ 

CFR  Part  404  Subpart  P  and  Part  416  Sub-  8.  Why  Significant  The  increased  guideline  amounts  reflect  the  general  rise  in  21235. 
part  I.  earnings  level  of  workers  in  the  national  economy. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Revised  guidelines  are  needed  for  1980  and  the  regulations  should 
be  in  place  by  calendar  year  1980. 

E.  Legal  Basis:  42  U.S.C.  405,  423,  1302,  1382c  and  1383. 

F.  Chronology:  None.  An  interim  regulation  was  published  on  March  18,  1980 
(45  FR  17131). 

SSA-29— Old-Age,  Survivors,  Disability  Insur-  A.  Desorption:  The  proposed  regulations  will  state  the  rules  used  in  delermin-  Ken  Dyer,  (301)  594-7454,  Proposed  Rule  October- 
ance  and  Supplemental  Security  Income  ing  wh^  a  beneficiary  needs  a  representative  payee,  how  a  representative  Legal  Assistant,  Office  of  December  1980. 

Programs — Representative  Payee.  20  CFR  payee  is  selected,  and  how  we  assure  that  the  representative  payee  uses  Regulations,  6401  Security 

Part  404  Subparl  Q  and  Pari  416  Subpart  payments  in  the  best  interest  of  the  beneficiary.  Blvd.,  Baltimore,  Maryland 

F.  B.  Why  Significant  The  proposed  regulations  will  be  simpler  artd  easier  for  the  21235. 

public  to  urxferstand.  The  guidelines  for  the  use  of  representative  payees 
are  important  for  members  of  the  public  to  know. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  “OFh 
eration  Common  Sense"  standards. 

E.  Legal  Basis:  42  U.S.C.  405, 1302, 1383. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  June  19, 

1979  (44  FR  35241). 
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0.  Need:  These  regulatione  are  being  rewrrMen  to  meet  the  Department’s  ’’Op* 
eration  Common  Sense"  standards. 

E.  Legal  Basis:  42  U.S.C.  1302, 1382c.  and  1383. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  27, 

1979  (44  FR  18237).  A  notice  at  proposed  njlemaMng  was  published  on 
March  11, 1980  (45  FR  15566). 

SSA-37— Supplemental  Security  Income  Pro-  A.  Description:  These  final  regutaUons  will  explain  how  we  consider  income  Rita  Hauth,  (301)  594-7112,  Final  Rule  July-September  1980. 


(.egal  Assistant  Office  of 
Regulations.  8401  Security 
Blvd..  Baltimore.  Maryland 
21235. 


gram— Program  Income  20  CFR  Part  418,  under  the  supplemental  security  income  program  how  are  define  It  and  how  Legal  Assistant  Office  of 
Subpart  K.  we  count  the  amount  of  individuai  benefits.  Regulations.  8401  Security 

B.  MTry  Significant  The  regulations  will  simplify  and  reorganize  Ihe  niles  tor  Blvd..  Baltimore.  Maryland 
darity  and  more  logical  sequence.  Existing  regulations  have  been  amended  21235. 

to  the  extent  that  they  are  difficult  to  understand. 

C.  Regulatory  Analysis-  None. 

D.  Need:  We  need  to  provide  the  public  with  clearer  regulations  and  meet  the 
Department’s  “Operation  Oxnmon  Sense”  standards. 

E.  Legal  Basis  42  U.S.C.  1302. 1382. 1382a.  1382b.  1382c  wd  1383. 

F.  Chronology:  A  Nofice  of  Decision  to  Regulato  was  published  on  October 
24. 1978  (43  FR  49545).  A  Notioe  of  Proposed  Rule  Malting  was  published 
on  February  1,  1979  (44  FR  41054).  The  comment  period  ended  Aprii  2, 

1979. 

SSA-38— Supplemental  Security  Income  Pro-  A.  Descripfiorv  These  proposed  regulations  wM  describe  whet  we  count  as  re-  Henry  Letner.  (301)  594-7414, 


SSA-39— Supplemental  Security  Income  Pro- 
gram--ReductionB,  Suspensione,  and  Ter- 
minatione,  20  CFR  Part  416,  Subpart  M. 


gram— Resources,  20  CFR  Part  416,  Sub-  sources  In  determining  eligibility  tor  supplemental  security  income.  Legal  AssistanL  Office  of 

part  L  B.  Why  Significant  The  purpose  of  these  recocfified  regulalions  is  to  make  the  Regulations,  6401  Security 

njles  clearer  and  easier  tor  the  public  to  understand.  Blvd.,  Baltimore.  Maryland 

C.Reffdatory  Analysis:  Hdfrea/dmd.  21235. 

^  0.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department’s  ’Y)p- 
eralion  Common  Sense”  standards. 

E.  Legal  Basis  AZUS-C.  1302. 1382. 1382b.  1382c.  and  1383. 

F.  Chronology:  A  Notice  ol  Decision  to  RegulaM  was  published  on  March  27, 

1979  (44  FR  12837). 

SSA-39— Supplemental  Security  Income  Pro-  A.  Description:  These  proposed  regultiorts  will  contain  Ihe  rules  tor  reducing,  Charles  Campbell,  (301)  504- 
gram--ReductionB,  Suspensione,  and  Ter-  suspending  and  terminating  an  SSI  redpiem’s  benefits.  They  are  being  re-  7453,  Legal  Assistant,  Office 

minatione,  20  CFR  Part  416,  Subpart  M.  written  to  provide  greater  darity  to  the  reader  and  to  considar  policy  addi-  of  Regutaltons,  6401  Security 

Hone,  reviitons,  and  clarification.  Blvd.,  Baltimore,  Maryland 

B.  Why  SigniScant  The  rules  trill  be  clearer  and  easier  tor  the  pubfic  to  read.  21235. 

C.  Regulatory  Analysis  Not  required. 

0.  Need-  These  regulations  are  being  rewritten  to  meet  the  Department’s  "Op¬ 
eration  Common  Serrse"  standards. 

E.  Legal  Basis  42  U.S.C  1302. 1382, 1382c.  1382d.  and  1383.  ~ 

F.  Chronology:  A  Notice  of  Decision  to  Regulats  was  publiehed  on  June  10,  - 

•  1970  (44  FR  35241). 

SSA-40— Supplemental  Security  Inoome  Pro-  A.  Description:  The  proposed  regulations  deal  wllh  Ihe  referral  ol  persons  efi-  Ken  Dyer,  (301)  594-7454, 
gram— Referrals  of  Persons  Eligible  tor  gbie  for  supplemental  security  income  to  other  agencies  tor  treatment  as  Legal  AeaistanL  Office  of 

Supplemenlal  Security  Inoome  to  Other  services.  Regulations.  6401  Security 

Agencies,  20  CFR  Part  416,  Subpart  Q.  B.  Why  Significant  The  recodification  of  the  regulalione  wfil  moke  ffiem  dm-  Blvd.,  Baltimore,  Maryland 

pier  and  easier  to  use.  Referrals  tor  treatment  or  services  are  important  tor  21235. 
disability  claimants  under  the  Suppiementai  Security  Income  pmgram  to 
know  about 

C.  Regulatory  AnWysIs  Not  required. 

O.  Need:  These  regulatians  are  being  rewritten  to  meet  the  Department’s  "Op- 
,  oration  Common  Sense"  standards. 

e  Legal  Basis  42  U.&C  1382(eM3KA)  and  1382d. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  wae  publehed  on  June  1^ 

1979  (44  PR  35241).  A  nolica  of  proposed  ruiemaking  was  pubfishad  on 
fyirfi  24, 1980  (45  FR  27782). 

8SA-41— Supptemental  Security  Inoome  Pro-  A.  Desorption:  This  recodification  under  Operation  Common  Sense  revieee  Vera  Schlosser  (SOI)  594-7362, 


SSA-40— Supplemental  Security  Inoome  Pro¬ 
gram— Referrals  of  Persons  Eligible  tor 
Supplemenlal  Security  Inoome  to  Other 
Agencies,  20  CFR  Part  416,  Subpart  Q. 


Legal  AssistanL  Office  of 
Regulations,  6401  Security 
Blvd.,  Baltimore.  Maryland 
21235. 


Charles  Campbell,  (301)  504- 
7453,  Legal  Assistant,  Office 
of  Regulalions,  6401  Security 
Blvd.,  Baltimore,  Maryland 
21235. 


Ken  Dyer.  (301)  594-7454, 
Legal  AeaistanL  Office  of 
Regulations.  6401  Security 
Blvd.,  Baltimore,  Maryland 
21235. 


Proposed  Rule  October- 
December  1980. 


Proposed  Rule  July-September 
1980. 


Final  Rule  Oclober-December 
1980. 


Final  Rule  October-Deoember 
1960. 


gram— inlerim  Assistance  Provisions,  20  and  reorganizes  rules  on  kitertm  assislenoe  provisiono  under  the  Supple-  Legal  AssistanL  Office  of  1960. 

CFR  Part  4316,  Subpart  8.  mentd  Security  Inoome  program.  The  lulee  pertiM  the  Social  Security  Ad-  Regulations,  6401  Security 

mMstrsAon  to  errter  into  an  agreement  with  a  Stale  to  repay  toe  State  for  Bkrd.,  BaMmore,  Maryland 
Merim  assielanoe  H  gives  an  individud  whie  an  appfioalion  for  SSI  is  pend-  21235. 

HV- 

B.  SjgmNtaanC-  Thie  recodfficalion  wM  darify  toe  rules  and  make  toem 
easier  to  understand.  The  njles  permit  8SA  to  srNhhold  an  Inifividuers  SSI 
benefit  payment  and  send  it  to  toe  Stale  as  repayment  tor  Merim  assist- 
anoe,  upon  the  imfividud’s  written  autoorlzation.  A  policy  change  will  afiow 
toe  authorization  to  go  into  effect  upon  notice  to  SSA  of  reoeipl  by  toe 
State. 

C.  Regulatory  Analysis:  Not  requited. 

D.  Need:  Social  Security  Administration  wants  to  provide  toe  pubfic  with  dear¬ 
er  regulations  and  to  update  policy  to  take  advantage  of  modem  elecironic 
communications  facilities. 

E.  Legal  Basis:  Secs.  1102  and  1631  of  the  Sodd  Security  Ad  as  amended; 

49  StaL  647  as  amended;  86  StaL  1475  as  amended;  42  U.S.C.  1302  and 
1363. 

F.  Chronology:  A  Notioe  at  Decision  to  Regulate  was  published  on  July  11, 

1979  (44  FR  40531).  A  notioe  of  proposed  rulamaking,was  published  on 
Aprl  21, 1980  (45  FR  26719). 

SSA-42— Supplemenlal  Security  Incomo  Pro-  A.  DeecripHon:  These  final  regulations  will  implement  ptovleions  of  section  Clara  Powell,  (301)  594-6629,  Final  RiAe  My-Saplember  1980. 


gram— Pass  Along  Benefit  Increase  With 
Limitation  for  Hold-Harmiees  States,  20 
CFR  Pwt  416,  Subpart  T. 


1618  of  toe  Social  Security  Ad  by  Merprefing  toe  statute  to  Indude  toose 
beneficiaries  who  receive  only  State  supplementation  and  to  provide  guide¬ 
lines  for  related  State  agreerrients. 

B.  Why  SignUicant  The  regulations  wfil  interpret  toe  law  and  provida  a  basis 
tor  Mplementatioa  They  will  define  Stale  supplementary  payments  and 
make  it  dear  that  State  Supplementary  only  cases  are  included  in  toe  pase- 
aiong  requiremenL 

C.  Regulatory  Analysis  Nd  required. 

0.  Need:  The  law  is  nd  specific  enough  to  be  entirely  seff-effedualing. 


Legal  AssistanL  Office  d 
Regulations,  6401  Security 
Blvd.,  Baltimore,  Maryland 
21235. 
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TWO 


Summary 


Corttaoi 


Decision  quarter 


E.  Legal  Basis;  Secs.  1102,  1601,  1618,  and  1631(d)  of  the  Social  Security 
Act  as  amended;  42  U.S.C.  1302, 1361, 1382e,  1382g.  1383(d)(1);  sec.  401 
of  Pub.  L  92-603  as  amended  by  sec.  504  of  Pub.  L  94-566;  and  sec.  2  of 
Pub.  L  94-585. 

P.  Chronology:  A  notice  of  Proposed  Rule  Making  was  published  on  March  27, 
1979  (44  PR  18238).  The  comment  period  ended  May  29, 1979. 

SSA-43— Supplemental  Security  Income  Pro-  A.  Description:  The  proposed  reguiaUone  win  give  the  rules  under  which  Social 
gram— Medicaid  Eligibility  Determinations,  Security  Administration  agrees  to  make  determinations  of  Medicaid  eligibility 

20  CPR  Part  416,  Subpart  U.  for  SSI  beneficiaries  on  behalf  of  States  and  to  give  States  other  assistance 

in  Medcaid  program  administratioa 

B.  hVhy  Sgniricant  The  agreements  avoid  duplication  of  effort  between  State 
and  Federal  governments  and  simplify  the  Medicaid  application  process  for 
applicants.  This  revision  makes  the  niles  clearer  and  easier  to  read. 

C.  Regulatory  Amriyaia:  Not  required. 

D.  Need  The  regulations  are  being  rewritten  under  "Operation  Common 
Sense"  to  make  the  rules  clearer  and  easier  to  use. 

E.  Legal  Basis:  42  U.S.C.  130^  1383, 1383c  and  4222. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  June  19, 

.  1979  (44  PR  35241). 

SSA-44— Determination  of  Assistance  Pay-  A.  Desaripllon:  The  proposed  regulations  require  a  State  to  pay  APDC  to  the 
ment  When  One  or  More  Family  Members  parent  of  a  child  SSI  redpiem  where  the  parent  would  othenvise  be  ineligi- 
are  SSI  Beneficiaries.  45  CPR  Parts  233.20  ble  becojse  the  child  is  eligible  for  SSI. 

and  233.90.  B.  tVhy  Signifieant  These  regulations  will  implement  a  new  provision  of  law 

which  is  intended  to  see  ttiat  a  potential  APDC  family  is  not  adversely  af¬ 
fected  by  a  child's  SSI  eligibility. 

''  C.  Regulatory  Analysia:  Not  required. 

D.  Need  These  regulations  are  needed  to  implement  a  new  provision  of  the 
Social  Security  Act,  i.e..  Section  402(a)(24)  as  added  by  Section  414  of 
Public  Law  92-603. 

E.  Legal  Basis;  42  tJ.S.C.  602  of  the  Social  Security  AcL  as  amended;  Pub.  L 
92-603. 

SSA-45— Pair  Hearings.  45  CPR  Part  205.10.  A.  Description:  The  proposed  regulations  secodify  the  rules  on  Mr  hearing 

procedives  for  6nancial  assistance  programs. 

B.  Why  Significant  The  proposed  regulations  set  forth  what  notices  are  re¬ 
quire  to  applicants  and  recipients  and  prescribe  the  hearings  procedures  to 
allow  those  indwiduals  to  contest  an  action  or  delay  by  the  administering 
agency. 

C.  Regulatory  Analysia:  Not  required. 

*  D.  Need  These  relations  are  being  rewritten  to  meet  the  Department's  “Op¬ 

eration  Common  Sense"  standards. 

E.  Legal  Basis:  42  U.S.C.  302(aM4).  602(a)(4).  1202(a)(4),  1352(a)(4).  1382. 

F.  Chronology:  A  Notice  of  Decision  to  Reguiate  was  pubiished  on  March  19, 

,  1979  (44  PR  16449).  There  wB  be  companion  HDS  and  HCPA  regulations. 

SSA-46— Application  Eligibility  Determina-  A.  Descriplion:  These  proposed  regulations  recodify  the  rules  under  which 
tions,  and  Furnishing  Assistance,  45  CPR  State  and  local  agencies  process  applications  and  determine  eligibility  in  ttte 
Part  206.  Aid  to  Families  with  Dependent  Children  and  adult  financial  assistance  pro¬ 

grams. 

B.  Why  Significant  The  proposed  regulations  clarify  and  amend  existing  rules. 
They  set  out  the  rights  and  responsibilities  of  applicants,  recipients  and  ad¬ 
ministering  agencies. 

C.  Regulatory  Analysia:  Not  required. 

D.  Need  These  relations  are  being  rewritten  to  meet  the  Department's  “Op¬ 
eration  Common  Sense"  standards 

E.  Legefi  Basis:  42  U.S.C.  602(a)(10).  1202(aK11).  1352(a)(10).  1382. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  March  19, 

1979  (44  PR  16449).  There  wM  be  companion  HDS  and  HCPA  regulations 

SSA-47— Provision  for  Payment  of  Bertefits  A.  Descriplion;  These  proposed  regulations  will  provide  bertefits  to  young  hus- 
to  Youfig  Husbands  ^  Surviving  Di-  bands  of  entitled  workers  who  have  in  their  care  a  child  entitled  to  benefits 

vorced  Fathers  20  (^  Part  404,  Subpart  on  the  worker's  earnings  record,  and  benefits  to  sunriving  divorced  hus- 

D.  bands  of  entitled  workers  who  have  in  their  care  their  natural  or  adopted 

child  entitled  to  benefits  on  the  worker's  earnings  record. 

B.  Why  Significant  These  regulations  are  important  because  they  implement 
decisions  of  the  District  Court  of  Pennsyivania  12/29/78,  in  Coopers.  CM- 
Nino  and  of  the  District  Court  for  the  Western  District  of  Kentucky  1/26/79, 
in  rates  v.  CMIano.  which  declared  sections  202(b)(1),  and  202(d)(1)  and 
202(g)(1)(P),  respectively,  to  be  unconstitutional  because  they  denied  hus¬ 
band's  benefits  solely  on  the  basis  of  gender  and  benefits  to  a  surviving  di¬ 
vorced  father. 

C.  Regulatory  Analysia:  Not  required. 

D.  Need  The  regulations  are  incorrect  as  written  at  present 

E  Legal  Basis:  Sections  202(b)(1),  and  202(cK1).  and  202(g)(1)(F)  of  the 
Sodal  Security  Act 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  27, 

1980  (45  PR  20117). 

SSA-48— Prerecovery  Hearing  Before  Over-  A.  Description:  These  proposed  regulations  require  SSA  to  provide  its  overpttid 
payment  Recovery,  Caiifano  v.  Yamasaki,  beneficiaries  with  the  opportunity  for  an  oral  evidentiary  hearing  concerrring 
20  CPR  Part  404,  Subpart  J,  20  CPR  Part  waiver  before  recovering  an  overpayment 

410,  Subpart  F.  B.  Why  Significant  These  regulatiorts  kicorporate  a  Supreme  Court  decision 

into  the  regulations. 

C.  RegutaUtry  Andyais:  Not  required 

D.  Need  The  Social  Security  regulatiorts  must  incorporate  interpretations  of 
the  Social  Security  Act's  provisions  provided  by  the  Supreme  Court 

E.  Legal  Basis:  The  Supreme  Court  decision  in  “Caiifano  v.  Yamasaki". 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  13. 
1980  (45  PR  16201). 


ClifI  Terry,  (301)  594-7519,  Proposed  Rule  April-June  1960. 
Legal  Assistant  Office  of 
Regulations,  6401  Security 
Blvd.,  Baltimore,  Maryland 
21235. 


Chapin  Wilson.  (202)  245-201 5,  Proposed  Rule  October- 
Program  Specialist,  Office  of  December  1980. 
Family  Assistance.  Room  B- 
416  Trans  Point  Buildmg, 

2100  Second  Street  S.W., 

Washington,  D.C.  20024. 


Fred  Kelly,  (202)  245-2025,  Proposed  Rule  October- 
Deputy  Director,  Office  of  December  1960. 
Policy,  Office  of  Panrily 
Assistance,  Room  B-428 
Trans  Point  Building,  2100 
Second  Street,  S.W., 

Washington,  D.C.  20024. 


Marianne  S.  PindeH,  (202)  245-  Proposed  Rule  October- 
2068,  Program  Spedafist  December  1980. 

Office  of  Family  Assistance, 

Room  B  407  Trans  Point 
Building,  2100  Second  Street 
S.W.,  Washington,  D.C.  20024. 


Vera  Schlosser  (301)  594-7332,  Proposed  Rule  AprU-June  1980. 
Legal  Assistant  Office  of 
Regulations,  6401  Security 
Boulevard,  Baltimore, 

Maryland  21235. 


Charles  Campbell,  (301)  594-  Proposed  Rule  July-September 
5551,  Legal  Assistant  Office  1980. 
of  Regulations,  6401  Security 
Boulevard,  Baltimore. 

Maryland  21235. 
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Title 

Summary 

Contact 

Decision  quarter 

SSA-49— Recovety  of  Black  Lung,  Overpay-  A.  Description:  The  proposed  reguialion  wiH  provide  (dr  recovery  of  an  over-  Marval  Gazer,  (301)  594-7463,  Proposed  Rule  July-September 
ments  from  Benefits  Due  Survivors,  20  payment  of  black  lung  benefits  from  subsequent  black  king  benefits  payable  Legal  AssiWrt.  Office  of  1900. 

CFR  l^art  410,  Subpart  E,  20  CFR  Pari  to  the  deceased  beneficiary's  survivors.  Regulations,  6401  Security 

416,  Subpart  E,.  B.  Why  Significant  The  decision  provides  consistent  recovery  of  overpayemnt  Boulevard,  Baltimore, 

policies  between  the  OW-Age,  Retirement,  end  Survivors  Insurance  pro-  Maryland  21235. 
grams  and  the  Black  Lung  program.  Recovery  may  be  made  against  the  de¬ 
cedent's  survivors  when  not  completed  during  the  beneficiaiy's  lifetime. 

'  '  '  '  C.  Regulatory  Analysis:  HcAKeapmsA. 

D.  Need:  Present  regulations  do  not  adequately  define  Kabitity  for  repayrnent 
of  a  black  king  overpayment  Problems  have  arisen  in  determining  the  fiebik- 
'  ty  for  repayment  after  the  beneficiary's  death. 

E  Legal  Basis:  Secs.  413(b)  of  Federal  Coal  Mine  Health  and  Safety  Act  o< 

1969,  as  amended  (Federal  Safety  and  Health  Act  of  1977,  title  IH;  Secs. 

204  and  1 102  of  the  Social  Security  Act  as  amended;  30  U.S.C.  921  and  42 
U.S.C.  404  and  1302. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  February 
19,  1980  (45  FR  10800). 

SSA-50 — Energy  Assistance  for  Low  Income  A.  Description:  These  proposed  regulations  set  forth  the  requirements  for 
Household.  States  seeking  allotments  under  the  Home  Energy  Assistarx^  Act  of  1980. 

That  Act  authorizes  grants  to  States  for  assistance  to  eligible  low  income 
households  to  offset  the  rising  costs  of  home  energy. 

B.  Why  SigniScant  These  regulations  provide  comprehensive  rules  for  State 
plans  governing  payment  of  Federal  assistance  for  the  cost  of  home  energy 
to  low  iTKome  households,  including  eligibiNty  criteria,  paymertt  amount  crite¬ 
ria  an  development  artd  approval  of  State  plans. 

C.  Regulatory  Analysis:  Not  requked. 

D.  Nee&  These  regulations  are  required  by  sec.  313(a)(2)  of  the  Home  Energy 

E.  Legal  Basis:  Section  313,  Title  III  of  Pub.  L.  96-223,  94  StaL  296:  42  U.S.C. 

8612.' 

F.  Chronology:  Inlerim  Final  Regulations  were  publiehed  on 


Office  of  CMM  Support  Enforcement 

Title 

Summary 

Contact 

Decision  quarter 

OCSE-1— Office  of  Child  Support  Enforce-  A.  Description:  This  final  regulation  will  provide  for  Federal  Financiai  Participe-  Mike  Fitzgerald,  (301)  443-5301,  Final  Rule  July-Seplember  1960. 
mem— AyaUabikty  and  Rate  of  Federal  FL  tion  In  the  costs  of  child  support  emorcernem  services  provided  by  Slate  iV-  Program  Anal^  Policy 

nandal  Participation,  45  CFR  Pert  304.  0  agertcies  to  individuale  who  are  not  eligible  for  cash  aeeislance  under  the  Branch,  Office  of  Child 

Aid  to  FamWea  with  Dependem  Children  (AFDC)  program  between  October  Support  ErdoroemenL  6110 
1, 1978  and  March  31, 1960.  Eaeoullve  Blvd.,  Room  924, 

B.  Why  Signtifoant  This  regulation  wiH  extend  from  September  30,  1978  to  Rockville,  MO  20852. 

March  31,  1960.  The  Federal  governrnem's  financial  pamcfoatloo  tor  Stele 

ohM  support  antoroarnem  agencies  expenses  tor  services  provided  to  norv 
AFDC  families  during  the  period  October  1,  1978  through  March  31,  1960. 

C.  RegulsSoty  Analysis:  Not  required. 

0.  Need-  P.L  66-178,  January  2,  1980  authorized  a  oontinualion  of  FFP  tor 
the  non-AFOC  program  through  March  31, 1980. 

E.  Lsga/ assw.  PL  96-178,  42  U.S.C.  652(a) 


Ira  Goldstetn,  Director,  Office  of  Final  Rule  July-Seplember  1980. 
Policy,  Office  of  Family 
Assisttxice,  Room  8-426 
Trans  Poim  Bldg.,  2100 
Second  StreeL  S.W., 

Washington.  D.C.  20024. 


OCSE-2— Office  of  Child  Support  Enforce-  A.  Description  These  proposed  regulations  will  revise,  clarify,  and  streriglhen  Maurice  Huguley.  (301)  443- 
ment— Strengthening  of  CSE,  Audit  and  the  existing  regulations  which  provide  for  an  annual  audit  of  the  effective-  5301,  Legislation  and 

Penalty  Regulations,  45  CFR  Parts  301,  ness  of  State  Child  Support  Emoroement  programs  under  Title  IV-0  of  foe  Regulations  AnalysL  Policy 

302, 304,  and  305.  Social  Security  Act  Branch.  Office  of  Child 

B.  SgraMcsnC  These  regulations  specify  the  Secretary's  criteria  for  an  ef-  S«4)port  Enforcement  6110 

fective  program  and  are  the  basis  tor  Federal  audit  and  tor  reducing  Federal  Executive  Blvd.,  Room  924, 

funds  for  the  Aid  to  Families  with  Dependem  Children  (AFDC)  programs  in  RookviHe,  MD  20852. 

States  that  fail  to  have  an  effective  child  support  program. 

C.  Regrtietory  Analysis:  Not  required. 

D.  Neert  These  proposed  regulations  ara  foe  first  step  in  OCSE's  comrnilmem 
to  sbengthen  the  Child  Support  Emorcernem  program  audit  and  penalty  reg¬ 
ulations  after  obtaining  additional  program  and  audit  experience. 

E.  Legal  Basis:  42  U.S.C.  1302  and  42  US.C  652(a). 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  pubkahed  on 
February  27, 1960  (45  FR  12857). 

OCSE-3— Office  of  Child  Support  Emorce-  A.  Description:  These  final  regulatiorts  will  permit  State  Child  Support  Enforce-  Frank  Lindh,  (301)  443-4276, 
mem— Optional  Procedures  for  Distribution  mem  agencies  to  distribute  AFDC  child  support  cokections  immediately  Program  Arialyst  Policy 

of  Child  Support  Collections  (Immediate  upon  receipt.  In  addition,  they  will  provide  these  same  agencies  the  option  Branch,  Office  of  Child 

Distribution),  45  CFR  Parts  302  and  304.  of  using  the  cunem  rate  of  FFP  in  their  respective  State's  AFDC  program  to  Support  EnforcemerrL  6110 

calculate  the  arnoum  of  each  child  support  collection  to  be  applied  as  rekn-  Executive  Blvd.,  Room  924, 

bursemem  of  the  Federal  govemmem's  share  of  AFDC  payments.  Rockville,  MO  20852. 

B.  Why  Significant  The  revision  of  these  regulations  wik  provide  significam  ad¬ 
ministration  benefits  for  the  States  that  choose  to  use  them. 

C.  RegulBlory  Analysis- H(A  toapirerl. 

D.  Need  These  regulatione  wilt  permit  more  efficlem  State  rtstribulion  proce¬ 
dures.  wik  reduce  an  unwarranted  administrative  burden,  and  wW  make 


Stale  IV-0  programs  more  effective. 

E.  Legal  Basis-  42  U.S.C.  1302,  42  U.S.C.  652(a). 


Proposed  Rule  July-Seplember 
1960. 


Final  Rule  July-Seplember  1960. 


OCSE-4 — Office  of  Child  Support  Enforce-  A  Description:  These  proposed  regulations  wkl  reorganize  and  clarify  several  Steve  Henigson  (301)  443-4276,  Proposed  Rule  July-Seplember 
mem— OCSE  Recodification,  Phase  I,  45  existing  OCSE  regulations  including  those  on  Distribution  of  Child  Support  Chief,  Pokey  Branch,  Office  of  1960. 

CFR  Parts  302  and  304.  Collections  and  the  availability  of  Federal  financial  participation.  Chkd  Support  EnforoemenL 

B.  Why  Significent  These  proposed  regulalions  wik  be  written  in  simpler,  6110  Executive  Blvd.,  Room 
clearer  language  as  part  of  foe  Department's  “Operation  Common  Sense“  024,  Rockville,  MO  20852. 
inHiative.  In  addition,  substantive  policy  changes  wik  be  proposed  in  the  reg¬ 
ulations  regarding  availability  arxf  restrictions  on  Federal  Financial  Participa¬ 
tion  and  Intemal  Revenue  Service  collection. 


C  Regulaiory  Analysis  Not  required. 
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Decision  quarter 

D.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  “Op¬ 
eration  Common  Seme"  standards  and  to  make  substantive  policy  needed 
to  improve  the  operation  of  the  Child  Support  Enforcement  program. 

E  Legal  Baaia  42  U.S.C.  652(a). 

F.  Chronology:  A  Notico  of  Intent  to  develop  the  proposed  regulatiom  was 
-  published  on  August  3, 1978  (43  FR  34164). 

OCSE-5— Office  o(  CffiM  Support  Enforce-"A  Desoripton:  These  proposed  regulations  dadfy  and  revise  all  existing  Steve  Henigson  (301)  44d-4276,  Proposed  Rule  July-Septernber 
ment— OCS€  RecodWcation.  Phase  N.  45  OCSE  regulations  in  Part  302  not  included  in  the  Phase  I  OCSE  recodifica-  Chief,  Pcdicy  Branch,  Office  of  1980. 

Cf=R  Parts  302  and  303.  lion.  Child  Support  Enforcement, 

B.  Why  Significant  These  proposed  ragulaSons  will  clarify  existing  regulations  6110  Executive  Blvd.,  Room 
so  as  to  make  them  more  readily  understandable.  In  addikoa  several  sub-  924,  RockvWe,  MO  20852. 
slantive  policy  changes  srM  be  proposed  in  the  regulations. 

C.  flagulatoiy  An^yaia:  Not  required. 

0.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  “Op¬ 
eration  Common  Sense”  standards  and  to  make  substantive  policy  needed 
to  improve  !he  operation  of  the  Child  Support  Enforcement  program. 

e /.ego/ Bsaia  42  U.S.&  652(a). 

F.  Ctironok)(gr  A  Notice  of  Intent  to  develop  the  proposed  regulations  was 
published  on  August  3, 1978  (43  FR  34164). 


Office  of  the  Secretary 

Title 

Summary 

Contact 

Decision 

OS-1— HEW's  Age  Discriminabon  Regula-  A.  OsscrjoMort-  These  regulations  prohibit  age  discrimination  in  programs  and  Bayla  White,  Director,  Age  Final  Rule:  September  1980. 
tions.  activities  receiving  financial  assistance  from  HEW.  Discrimination  Task  Force, 


B.  Why  Significant  Protects  inrfividuals  from  age  discrimination  in  HEW-assist-  (202)  245-6284,  Room  716E, 

ed  programs  and  activities  200  Independence  Ave.  SW., 

C.  RegtHalofyAnB/yais:  Not  Washington,  D.C.  20201. 

D.  Need:  To  implement  requirements  of  the  Age  Discrimination  Act  and  gov¬ 
ernment-wide  age  discrimination  regulations  (45  CFR  Part  90)  which  require 
agency  specific  age  discriminalion  regulations 

E.  LegNBaaia-  Pub.  L  94-135;  42  U.S.C.  6101  elaeg.  45  CFR  Part  90. 

F.  Chronology:  Qovemment-wide  age  discrimination  regulations  published  by  '  - 

HEW  on  June  12.  1979  (45  CFR  33768);  HEWS  agency  specific  NPRM 

published  September  24, 1979  (44  FR  55107).  Comment  period  ended  No¬ 
vember  23, 1979. 

Q.  CStefljni  45  CFR  Part  91.  . 

OS-3— Privacy  Act  Regulation -  A.  Deaaplion:  These  regulations  implement  the  Privacy  Act  of  1974  in  HEW  Hugh  V.  0*14011,  (202)  245-  Proposed  Rule;  November  1980. 

by  establishing  agency  policies  and  procedures  for  the  maintenanco  of  sys-  7588,  HEW  Pitracy  Act 
terns  of  individually  kteniifiabla  personal  records  Coordinator,  Department  of 

B.  Why  Significant  The  revised  regulation  will  improve  HEWs  service  to  the  Health,  Education,  and 

public  by  making  K  easier  for  cHizens  to  understand  die  procedures  for  exer-  Welfare,  Room  526F,  200 
cisitrg  their  rights  under  the  Privacy  Ad  fodeperidence  Ave.  SW^ 

C  Afeeit' The  proposed  revision  is  necessary  to  comply  with  ttw  Department's  Washington,  D.C.  20201. 

Operation  Common  Sense  and  the  President's  Executive  Order  Na  12044. 

Both  of  these  Mtiafives  require  ttw  Department  to  revise  Us  regulations  to 
be  easier  for  the  pubfic  to  read  and  understand. 

E.  Legal  Basia  5  U.S.a  552a;  5  U.S.C.  301. 

F.  Chronology:  The  Department  published  its  originai  regulation  in  the  Feder¬ 
al  Reoistbi  on  October  6, 1975. 

a  Cfoiffonr  45  CFR  Pwt  5b. 

OS-4— Department  Staff  Manual— Inlorma-  A.  Oeecripllon:  This  manual  would  implement  Executive  Order  12065,  National  Kennefo  E.  Lopez,  Director,  Final  Rule:  November  1960. 

Hon  Security  Program;  General  Require-  Security  Informalioa  by  requiting  each  agency  of  the  Department  to  comply  Division  of  Security  and 

ments:  HarKMng,  mwking,  transmitting,  with  the  provisions  of  the  Order  relating  to  the  dassificatioa  downgrading.  Protection,  Office  of 

storfog,  and  safeguarding  of  national  secu-  declassification  and  safeguarding  of  national  security  information.  Investigatkxis.  Office  of  the 

rity  informalioa  B.  Mfiy  Significant  The  manual  would  outlina  generM  responsibilities  for  De-  Inspector  General, 

partment  officials  and  employees  who  would  be  concerned  with  national  se-  Department  of  Heidth, 

curity  Mormatioa  and  It  further  outlines  procedures  whereby  a  member  of  Educatioa  and  Welfare,  Room 
the  public,  a  government  employee  or  agency  can  request  the  dedassifica-  5455,  North  Building.  330 
Hon  and  release  of  information  originally  classified  by  the  Department  Independence  Avenue  SW., 

C.  Regultdory  Analyaia  “Yes,  being  conducted.”  Washington,  D.C.  20201, 

D.  Need:  To  implement  the  provisions  of  Executive  Order  12065  by  proi4dlng  telephone;  202-245-6568. 
general  poHciM  and  procedures  for  the  protection  of  national  security  infor¬ 
mation  ttiat  is  under  the  control  of  the  Department 

E  Legal  Basia  Executive  Order  12065,  published  on  July  3,  1978  (43  FR  ' 

28949). 

F.  ChronalDgy:' Notice  was  pubfished  June  4, 1979,  (44  FR  31981)  Delelion  of 
obsolete  regulation;  notice  on  availability  of  mterim  Department  Security 
Manual  “Final  Rule"  currently  under  review. 

OS-5— Availability  of  Information  to  Ore  A.  OeacrpHon:  This  proposal  would  reviso  our  rules  tor  handling  requests  tor  Russell  M.  Roberts.  Freedom  of  Proposed  Rule:  October  1980. 
PiAillc.  Information  under  the  Freedom  of  firformation  Act  N  tolts  how  to  make  a  Information  Officer,  Office  of 

Freedom  of  Intormatlon  request;  who  can  release  Information  and  who  can  Public  AfNurs,  HEW,  Room 
decide  not  to  release  fo  how  much  time  R  ahould  take;  how  much  we  118F,  Humphrey  Buikfing,  200 
charge,  and  what  can  be  done  if  we  do  not  release  informalioa  fodepetKlence  Avenue  SW^ 

B.  Why  Significant  Substantial  interest  is  anticipated  because  the  proposal  WashIngtoa  0.&  20201  472- 
amplifies  and  clarifies  out  procedures  for  responcNng  to  public  requests  tor  7453. 

informalioa  -  " 

C  RfoUMbry  Amysis- Not  required. 

D.  Need:  Recent  court  decisions  and  our  experience  since  the  last  revision  in 
1974  require  ntoffifying  our  rules  to  knplenwnt  the  Freedom  of  Infonttalion 
Act 
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E.  Legal  Basis:  5  U.S.C.  552.  U.S.C,  301,  42  U.S.C  1306.  and  31  U.S.C.  483a. 

F.  Chfonok)^  Notice  of  Intent  to  revise  tMs  regulation  was  published  on  No* 
vember  16.  1976  (41'Fn  50846).  The  comment  period  Closed  on  January 
17. 1977.  The  NPRM  wHI  have  a  comment  period. 


OS-e— Nondiscrimtnatlon  on  the  Basis  of  A  Oescr^tfon:  These  revised  regulations  carry  out  the  provisions  of  Title  VI  of  Brenda  Koha  Staff  Attorney 
Race,  Color  or  National  Origin  Under  Pro-  the  Civil  Rights  Act  of  1964  which  prohibits  discrimination  on  the  basis  of  Office  of  the  General  Counsel, 

grams  Receiving  Federal  Assistance  race,  colpr  or  national  origin  in  programs  receiving  federal  financial  assist-  CtvH  Rights.  Washington.  O.C, 

Through  the' Department  of  Health  and  'ance  from  the  Department  of  Health  and  Human  Services.  20201.202-245-7420. 

Human  Services  45  CFR  Part  80.  '  '  |  B.  Why  Significant  The  proposed  regulations  revise  the  Departmem’s  existing 

Title  VI  regulations  to  (1)  delete  references  to  programs  now  funded  by  the 
’ '  Department  of  Education.  (2)  add  examples  and  provisions  specific  to  pro¬ 
grams  funded  by  the  Depatiment  of  Health  and  Human  Services.  (3)  incor¬ 
porate  suggestions  from  the  Department  of  Justice  under  their  TMe  VI  co¬ 
ordination  responsibilities,  and  (4)  improve  readability. 

C.  Regulatory  Analysis:  Decision  penr^  on  completion  of  preliminary  study. 

D.  Need:  The  Depolmem  is  no  longer  resporrsible  for  programs  transferred  to 
the  Department  of  Education.  Examples  and  references  to  those  programs 
are  deleted  in  the  revision,  and  more  emphasis  is  put  on  health  and  human 
services  issues  and  programs.  In  addition,  the  Department  of  Justice  in  a 
letter  on  March  3, 1980  proposed  that  specific  chariges  be  made  in  the  reg¬ 
ulations  pursuant  to  28  CFR  42.401-.415.  Some  of  these  proposals  are  iiv  — 
eluded  in  the  proposed  revisioa 

E.  Legal  Basis-  Title  VI  of  the  Ovil  Rights  Act  of  1964. 42  U.S.C.  2O0Odelaeg. 

F.  Chronology:  Hone 


Proposed  Rule:  Oct-Oea  1980. 


OS-7— Publicizing  “Adverse"  Information. 


A  Description-  This  regulation  has  been  rewritten  and  simplified  to  make  H 
easier  for  people  to  understand  how  they  can  obtain  a  retraefion  or  correc¬ 
tion  when  HEW  has  issued  an  incorrect  statement  about  them  that  adverse¬ 
ly  affects  them. 

B.  Why  S^nmeant  This  regulation  would  olarify  and  simplify  our  poHcy  and  im¬ 
plement  a  reeofflinendation  of  the  Administrative  Coriterenee  of  the  Untied 
States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  legulalion  would  implement  a  recommendation  of  the  Adminis¬ 

trative  Conference  of  the  United  States  and  set  out  the  rights  el  persons 
asking  HH8  to  correol  erroneous  information  and  the  knits  on  HH8  employ¬ 
ees  in  releasing  “tKlverse”  information.  ' 

E.  tegs/  Basis:  5  U.S.a  301. 

F.  Chronology:  A  proposed  rule  was  pubished  on  February  19, 1960  (45  FA 
10820).  The  comment  period  closed  on  April  21, 1980. 


Russell  M.  Roberls,  Office  of 
Public  Affairs,  Room  110F, 
Hunnphrey  BuMding,  200 
Independenoe  Avenue  8.W., 
Washington,  D.C.  20201, 
(20C)  472-7453.. 


Final:  November  1980. 


OS-8— Joint  Reoodification  Project— AFDC, 
Adult  Financial  Assistance,  MeJicakt, 
Social  Service  Programs  (^A,  HCFA, 
OHDS). 


A  Desorption:  These  regulations  wiR  revise  the  requirements  for  State  admin¬ 
istration  of  the  applications,  eligibility  determinations  and  fair  hearings  proce¬ 
dures  in  the  concerned  programs. 

B.  Why  SigrSficant  These  regulations  govern  critical  aspects  of  State  proce¬ 
dures  that  directly  affect  individuals  and  families  seeking  and  receiving  as¬ 
sistance  In  an  the  States  and  territories. 

C.  Regulatory  Analyst:  A  threshold  study  is  being  prepared. 

0.  Need:  To  clarify  requirements,  and  to  establish  coordinated  procedures  in 
order  to  simplify  administration  in  the  States  anAterritories. 

E.  Legal  Basis:  Sections  2(aH8).  402(a)(l0).  1002(a)<l1),  1102,  1402(a)(10), 
1602(a)(8),  (AABD)  and  1902(a)(8)  of  the  Social  Security  Act. 

F.  Chrortotogy:  A  Notice  of  Decision  to  Develop  Regulations  was  published 
March  19, 1979  at  44  F.R.  16449. 


Terry  Bancroft  Dowd,  Deputy 
General  Counsel  for 
Regulatory  Review, 
Coordinator-Joini 
Reoodification  Task  Force, 
(202)  245-6733.  Office  Of  the 
General  Counsel,  HHS,  Room 
706.E,  200  Independence 
Avenue,  S.W.,  Washington, 
O.C.  20201. 


Proposed  Rule:  October- 
December  1980. 


[FR  Doc.  8(M7623  Filed  6-13-80;  8:45  am) 
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